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KIDNEY DIALYSIS PATIENTS: A POPULATION
AT UNDUE RISK?

MONDAY, JUNE 26, 2000

U.S. SENATE,
SPECIAL COMMITTEE ON AGING,

Washington, DC.
The committee met, pursuant to notice, at 1:32 p.m., in room

628, Dirksen Senate Office Building, Hon. Chuck Grassley, (Chair-
man of the Committee) presiding.

Present: Senators Grassley, Breaux, and Wyden.

OPENING STATEMENT'OF SENATOR CHARLES-E. GRASSLEY,
CHAIRMAN

The CHAIRMAN. I want to begin by thanking Senator Breaux and
other members who will be along for taking time out of their busy
schedule to attend a very important hearing. In addition, we have
had a lot of witnesses, both within government and outside of gov-
ernment, that have taken time out of their busy schedule to be
with us to study this issue, to give us their analysis of the situa-
tion, both from the standpoint of a consumer, as well as those who
have studied what the problems are and what some of the solutions
to the problems are. Their testimony will greatly assist the commit-
tee in doing our. best to address the quality of care that kidney dial-
ysis patients receive.

And for those of you who came just to listen, we thank you for
your interest in this. Our committee usually ends up with a full
committee room of people and those of you who maybe are not in
here yet, we apologize for the room not being larger.

This hearing focuses on the quality of care of close to 300,000 pa-
tients on kidney dialysis throughout the country. In spite of the ex-
cellent care many dialysis facilities provide, the committee's inves-
tigation has found evidence of poor treatment, as well. Shoddy
treatment of people with kidney problems under any condition is
inhumane. Bleeding to death is never acceptable, like John Floyd
Martin of Florida, who was left to bleed to death when a technician
went to take a phone call and failed to properly connect him to the
dialysis machine.

It is important that taxpayers receive the quality of care that
ought to be given in exchange for their dollars. But most important
is the quality and safety of patient care and the quality of the pa-
tient's life.

Now, we have a chart here that I would like to refer to. Chart
A is here and it shows that 300,000 or more end stage renal dis-
ease patients represent .8 percent of the Medicare population but
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account for 5.2 percent of the total Medicare outlays. That adds up
to about $12.8 billion annually.

The largest portion of dialysis patients are those who are 65 and
up. Of particular concern to this committee is the fact that this
population continues to increase at the rate of 7 to 8 percent per
year. This is largely due to the growth in the elderly American pop-
ulation. While it is gratifying that more and more people are living
longer, there are increasing concerns about the ability to serve this
growing dialysis population and serve it well.

Although each kidney dialysis patient is extremely vulnerable, I
am particularly concerned about the elderly, who are, of course, the
focus of our committee, the Committee on Aging. They are the most
vulnerable and least able to recover financially or emotionally or
medically if they do not receive the best quality of care that medi-
cal science has to offer.

Our first witness, Dr. Bays, will describe the differences in his
quality of life on dialysis depending upon the care that he receives.
With less dialysis, Dr. Bays was sick every day, had no quality of
life, and was resigned to dying within 3 years. Now, by nocturnal
home dialysis, he has regained his life and expects to live a full
and complete life.

The next witness, Mr. Smith, will describe his experiences with
dialysis and transplants over a 23-year period of time. He will de-
scribe the marked decline in the skill of dialysis staff and how this
almost cost him his life. The committee staff have interviewed nu-
merous other dialysis patients with similar stories but too many to
come in here and speak to us in person.

At this point let me say how much I appreciate the willingness
of Dr. Bays and Mr. Smith to testify. They must dialyze to live.
That fact alone has discouraged many patients interviewed by this
committee from coming forward today to publicly testify.

So I understand the courage that it takes for them to be here
today. Therefore I want to make it clear that retaliation against
congressional witnesses is a crime. I intend to use all tools avail-
able to me to ensure that there is no retaliation against either of
these witnesses for their testimony today.

Today this hearing will examine several issues related to quality
of care for kidney dialysis patients. First we will examine the role
of the Health Care Financing Administration and the 18 network
organizations and how well each carries out their responsibilities
to oversee the kidney dialysis program.

As of 1999, the Health Care Financing Administration surveyed
only 12 percent of existing dialysis facilities. This, of course, is a
dramatic drop from 1993, when more than half of the facilities
were surveyed. It is extremely important that the delivery of care
is reviewed periodically to ensure that patients receive the best
possible care.

Next we are going to review several quality issues, including ade-
quacy of dialysis, reuse of dialyzers, and training of technicians.
Other than some voluntary guidelines that exist, there is a distinct
lack of rules addressing these issues and other dialysis issues. The
committee recognizes that medical science and research are at the
heart of many of these issues. However, one purpose of this over-
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sight hearing is to determine the extent of the medical research
and the consensus within the medical community on these issues.

Also, the purpose of this committee's investigation is to encour-
age a consensus on dialysis issues. Much research has been con-
ducted over the years with little resolution. It may be time to en-
sure that the proper research is conducted that will expedite reso-
lution of these important health care issues.

Adequacy of dialysis refers to the amount of time that patients
spend in dialysis. This is a period in which the patient's blood is
circulated out of the body through the dialyzer for cleansing and
returned to the body free of toxins. Many patients have raised con-
cerns that they are subjected to kind of a Jiffy Lube approach
where they are rushed through that process. In other words, some
patients believe that longer dialysis can produce increased quality
of life and longer life. It has been suggested that some facilities are
driven by the profit motive and little concern about patients'
health. It is suggested that these facilities schedule as many pa-
tients as possible to collect Medicare payments.

Let me hasten to add at this point that I recognize that there are
many excellent providers of dialysis in this country. I have an Iowa
constituent who has told me of the wonderful care that he has re-
ceived at a facility in Iowa. However, this committee has reviewed
numerous studies worldwide about the adequacy of dialysis. Al-
though there are many studies that address this issue, there is no
clear definitive work. Moreover, there are no clear standards en-
forced by the Health Care Financing Administration or the Net-
works. These are serious matters that must be addressed.

Another important issue is reuse of dialyzers. The United States
is the only industrialized Nation that reuses dialyzers to a large ex-
tent. One report shows that approximately 85 percent of all dialysis
facilities reuse dialyzers. A dialyzer, which acts as a patient's arti-
ficial kidney, is a critical part of the dialysis process. To the extent
that the dialyzer is unsafe in any way, patients are at risk. Again
there is no clear definitive consensus on this issue in the United
States and we encourage that consensus be made as soon as pos-
sible.

In addition, much evidence exists about the decline in skilled
staff who work with kidney dialysis patients every day. Approxi-
mately 20 years ago registered nurses were the primary caregiver
in dialysis clinics. Today most of the staff are made up of lesser
skilled technicians. As a result, it is imperative that adequate
training is provided to these technicians for dealing directly with
patients' lives.

Once again there is no established requirement nationwide with
regard to the level and content of the training of dialysis staff. Pa-
tients like Professor Robert Sollod, Professor of Psychology at
Cleveland State University, who is a dialysis patient, have had to
resort to putting up signs just to get a minimum of safety. And we
have a copy of Dr. Sollod's sign over here that he keeps in his dial-
ysis station just to remind staff to wash their hands. It says, with
a picture of the hands, "Please be sure that your hands are clean,
that you have new gloves before working on me or with tubes con-
taining my blood. Thanks for your consideration." Now in sum-
mary, there is a lack of oversight of the dialysis industry. This, cou-
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pled with serious quality issues that remain unresolved in the
United States, leaves a vulnerable kidney dialysis population at
risk.

It is with these thoughts in mind that the committee convenes
this hearing. My hope is that these hearings will be constructive
and I look forward to hearing the testimony of today's witnesses to
address these issues.

Now we have an opportunity to hear an opening statement from
my friend and colleague and faithful cooperator in the work of this
committee, Senator Breaux.

STATEMENT OF SENATOR JOHN BREAUX
Senator BREAUX. Thank you very much, Mr. Chairman, and

thank you once again for putting together a panel of witnesses
which I expect fully to be very informative and hopefully help us
find some solutions to the problems of inadequate inspection of the
dialysis facilities around the country.

We have over 304,000, I think at last count, people in this coun-
try who participate in the end stage renal dialysis program that
Medicare pays for. My own State of Louisiana has the highest per-
centage of people who are facing this illness of any state, second
only to the District of Columbia, in the entire country. It is inter-
esting that while the number of patients reflects less than one per-
cent of the total Medicare patients, it does account for over 5 per-
cent of the total outlays or money being spent to provide this very
important service. It is almost a $13 billion annual cost for the end
stage renal dialysis program.

That is a very large amount of money and I think our job here
in the Congress is to make sure that we are doing everything to
see that the quality of service that that $13 billion is paying for
is world class and I think that it is.

Are there problems? Of course. Can it be improved? Yes. And the
purpose for us being here today is to look at ways in which we can
make it work better than it has been in the past.

I do want to say I think, and others will agree, that it does pro-.
vide a service that is incredibly important and that by and large,
when people have this type of treatment presented to them, they
can know that it is being done properly.

I think that it is interesting that HCFA, which it does on so
many occasions, basically contracts out with the States to do the
inspection. And I know that there are some States-my own is one
of them-that has been particularly strapped financially and it is
a question of whether the States have the capacity to perform the
inspections and whether this is not something that HCFA should

,be doing themselves. So I think, the witnesses will be able to help
us find answers to some of these questions.

I want to make part of the record, Mr. Chairman, a well thought
out letter that we received from Racineas Medical Care comment-
ing on the hearings today and the recommendations that they have
made, which they would like to have made part of the record. I
think they are the nation's largest provider, support provider for
these facilities and I think the comments that they have made are
well taken and we are pleased to have them and I would ask that
it be made part of the record.



5

The CHAiRmAN. Without objection, they will be part of the record.
And we are.glad to hear from all sides on any issues and any

suggestions. Even the weeks that follow this meeting, we will be
glad to listen to points of view.

Thank you, Senator Breaux.
Now it is my pleasure to introduce the first panel. I have already

referred to Dr. Bays and Mr. Brent Smith as being two kidney dial-
ysis patients-Dr. Bays, a retired Dentist from Georgia. And Mr.
Smith has been a 23-year veteran of dialysis and kidneys trans-
plants and he is from Arizona.

Then we have studies on the end stage renal disease quality of
care by the General Accounting Office and the Inspector General
of the Department of HHS. Representing the Health and Human
Services Inspector General is the Deputy Inspector General, George
Grob, and representing the General Accounting Office is Dr. Wil-
liam Scanlon, Girector of Health Financing and Public Health Divi-
sion.

So we are going to start with Dr. Bays and then Mr. Smith and
then Dr. Scanlon and then Mr. Grob. Then we will have questions
when we are all done.

Would you proceed, Dr. Bays.

STATEMENT OF W. KENNETH BAYS, D.D.S., DIALYSIS PATIENT,
PELHAM, GA

Dr. BAYS. I am a retired Dentist 72 years old who practiced from
1952 until 1995. In August 1995 I was diagnosed with a massive
cancer of the liver. At the time, I was semi-retired and living in
North Georgia. Having practiced dentistry over 43 years, I was
very aware of

The CHAIRMAN. I think we are going to have to have you
Senator BREAUX. Move that mike a little closer to your mouth.
The CHAmRMAN. Yes, I think about like that.
Dr. BAYS. OK, good. I am sorry.
I was very aware of educating patients and offering different

treatment options. It had always been my belief and practice that
the patients themselves had the right to final determination of
their treatments. I was about to find the concept of patient edu-
cation and patient determination would not exist in the world I
was about to enter.

Other than a loss of my kidneys, my treatment for cancer was
successful. I was, however, not prepared for what was coming next.
It was much later before I understood the treatment options and
choices available to me. I, of course, was entering into the very dif-
ficult world of the dialysis. In this world of dialysis, even though
I am a Dentist and understand medical terms, I was appalled to
find that dialysis patients have no right of self-determination.
Never before had I been in a position where treatment options were
not offered, much less explained.

Vascular access is the key to proper dialysis. Without the proper
working access, you cannot dialyze a patient. I was referred to a
vascular surgeon. There was no preceding exam or discussion of
treatment. I was just set up for surgery. A vortex graft was put in
instead of an A-V fistule. The graft is a treatment of last choice.
I was now becoming fully involved in the wonderful world of num-
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bers and dollars. I was just another money cow with a market
value of $100,000.

I next went to the nephrologist in Georgia, who turned me over
to his physician's assistant. I tried to get some information but was
cutoff with the remark, "Patients who have never been sick have
a hard time accepting."

I was taken on a walk through the clinic and my treatment was
set up on a time slot basis so as to maximize the number of pa-
tients per day. I was dialyzed twice a week. As a result of inad-
equate treatment, my back itched as if there were a thousands
mosquitos biting it. This was due to a buildup of phosphorus. This
caused me to rub my back raw on the door facing. I had to force
myself to eat, as well as watch my diet and fluid intake carefully.
I also was taking eight times the normal dose of blood pressure
medications because of the buildup of toxins.

I was sick all the time. Dialysis was hell. The cramping, changes
in blood pressure, and the pain of being roto-rooted with a needle
the size of a 10-penny nail by untrained personnel made me a nerv-
ous wreck. The cramping and changes in blood pressure were a re-
sult of removing the fluid from the blood too fast. I was at this fa-
cility for 7 months. I do not wish to name the facility in particular
because this is a systematic problem with the industry.

I had to go to South Georgia on business so I set up an appoint-
ment at the Michell County dialysis facility. This facility is a
branch of the Archbold Hospital in Thomasville, GA. Archbold is a
nonprofit public hospital.

As of that day, I moved into a different world of medicine and
the caregivers were nurses trained in dialysis. My doctor, Dr. Mer-
rill Hicks, a nephrologist on rounds, stopped to talk. He explained
to me that home dialysis existed. He further explained to me if I
would do my part, I would have to take very few medications and
would not have any diet restrictions. I now dialyze six nights, 8
hours at a time, a week.

I have been on dialysis for 3 years. The total cost of my care is
substantially less than that of thousands of patients. I have become
a productive member of society again. I expect to live a normal life
within the confines of my impairment. I am one of the very fortu-
nate few that had the means to get adequate treatment.

Approximately 2 years ago I became involved with Network 6. I
was first on the consumer committee and then next on the board
of directors. The board consists of 18 industry members and two
patients. I found out very quickly that network was constructed for
the betterment of the industry. One of the primary problems the
network was concerned with was the noncompliance of patients
and how to handle them. There is one in particular I remember
quite well. A patient wanted to continue working. This interfered
with the clinical scheduling so he was judged noncompliant.

The statistics that are collected by the network are, in my opin-
ion, a joke. If you want to get the true data, you should get it from
the back of the machines and compile it by a central computer.
Wal-Mart keeps track of tens of thousands of items from thousands
of stores. It would be child's play to create a data base of dialysis
patients from the data collected from the machines. It is my belief
this would upset the gravy train if it was done.
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I never reuse a dialyzer. Reuse, according to the literature, de-
grades the efficiency of dialyzers to remove large, more toxic par-
ticles and the chemicals affect the proteins in the dialyzer to
produce toxins.

Dialyzers are labeled single use only but as far as I can find by
researching the literature, companies that make dialyzers have no
protocol for reuse and only post warnings as to the problems of
reuse. Also, the literature confirms reuse causes high mortality and
more hospitalization, therefore, increasing the suffering to the pa-
tients and increasing the cost to the government.

My greatest fear is that my facility may be forced out by the for-
profit companies. If this happens, I would lose my only supply and
support. It would be back to the Jiffy Lubes 21/2 to 3½/2 hours, three
times a week.

A patient who has a lot of toxins and is very anemic has greatly
diminished mental and physical abilities. They must have proper
treatment to return them to a normal state in order to be able to
educate them and get them involved in their rehabilitation. Thank
you.

The CHAIRMAN. Thank you, Dr. Bays.
Now Mr. Smith.

STATEMENT OF BRENT SMITH, DIALYSIS PATIENT,
CHANDLER, AZ

Mr. SMITH. Mr. Chairman and members of the committee, thank
you for inviting me to testify today.

My exposure to the dialysis industry began in 1973, 2 weeks be-
fore my 18th birthday. A year later I received my first transplant,
which was from my mother. Two months later, the kidney failed
due to infection and I returned to dialysis.

In 1977 I received a second transplant from my grandmother.
This transplant succumbed to complications in 1990. I returned to
dialysis in the fall of that year. Soon after, it became all too clear
that the entity providing treatment, its administration, the support
staff and the standard procedures with which I was familiar had
changed drastically.

The major concerns of dialysis patients fall within the following
interrelated components. I have provided more detail in a longer
statement submitted for the record. They are as follows: adequacy
of dialysis, competency of patient care technicians, knowledgeable
and disciplined nursing staff, facilities and technology, which is the
machines, and accountability.

The adequacy of my prescribed treatment relies heavily on me,
my discipline with regard to diet and food restrictions, and my
oversight of my own dialysis treatment. Because I am very dis-
ciplined in my care, I can allow the dialysis machines to do their
work. I have worked to become very knowledgeable in what is
needed for my care. Other patients who are less familiar with the
dialysis process are very vulnerable.

One of the areas that that needs to be addressed by research is
adequacy of dialysis. I can only tell you from my personal experi-
ence that with the amount of time I dialyze, the better I feel. When
I dialyze 4 hours each session, I feel better. When treatments have
been shortened in the past, over time my energy levels are de-
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pleted. In addition, complications may appear from fluid restric-
tions, such as higher blood pressure and shortness of breath. I and
other patients feel very lethargic and have little appetite at all. I
can only conclude that the amount of time on dialysis is a factor.

Second, in the year I started dialysis, the caregivers were mainly
nurses from the top graduating classes, as well as medical students
and other medical technicians. Almost every technician had a col-
lege degree and every technician had previous medical experience.

Today I see technicians with only a high school diploma. In Ari-
zona a manicurist is subject to more licensing than a dialysis tech-
nician is.

When I first returned to dialysis, I had technicians handle my
blood and my life who were convicted criminals, strippers and re-
frigerator technicians. The ratio of patients to technicians, at times,
is now five or six patients to every technician. This is not safe and
it does not work.

A main worry for dialysis patients is vascular access. A patient
recently told me of a treatment where it took eight attempts by
technicians to initiate her treatment-eight sticks by 16 gauge nee-
dles. Not only is this painful but it increases the risk of infection
and could destroy that access. There are limits to vascular access
with each patient. When vascular access runs out, a patient can no
longer dialyze and may surely die. Many other patients have told
me of similar occurrences.

Another example of training deficiencies among dialysis techni-
cians stems from my personal experience. In 1994 I suffered an ex-
tended period of appetite and weight loss. As part of my routine as-
sessment prior to each dialysis session, I explained that I had not
been eating properly. I reported this for almost 4 months. The food
I was eating did not provide me with sufficient potassium for my
prescribed potassium bath. During the fourth month, during the
third hour of a 4-hour treatment, I suffered a cardiac arrest attrib-
utable to the low potassium in my system. The attending techni-
cian did not recognize this problem. Another technician took over
to attempt resuscitation until the paramedics arrived.

Upon arrival, emergency room records reflected a potassium level
of 2.9, well below the 3.5 recommended range. Discharge summary
records show fibrillatory arrest secondary to hypokalemia, which is
low potassium. The dialysis technicians did not correlate the loss
of my appetite with the low potassium bath. The seriousness of the
problem and possible results were never brought to my attention
or to the attention of my charge nurse, the dietitian or even my
physician. This event was completely preventable.

In addition to the competency and training of dialysis staff, I be-
lieve that the staff must be knowledgeable and disciplined. I have
witnessed instances where floor nurses lacked familiarity with the
machines and their functions. These are complicated machines that
stand between life and death of dialysis patients. Lack of knowl-
edgeable staff exposes patients to dangerous circumstances.

Moreover, lack of discipline or failure to pay attention is a pri-
mary source of incidents affecting patient care. On one occasion
soon after my return to dialysis, staff drained off too much fluid
from me during dialysis. This exposed me to a crash in my blood
pressure and loss of consciousness. I am aware of another instance
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where a patient bled to death because no one was watching while
the patient's blood inadvertently drained into a trash can while the
patient slept.

It is instances like this that cause me to do everything in my
power to stay awake throughout my 4-hour dialysis and try to
watch every move of the staff attending to me and to watch the
fluctuations on the dialysis machines.

Worn, older, and overused machines are not as effective or as ef-
ficient.

One of the most important aspects of patient care relates to the
relationship with the dialysis staff. Staff must be accountable to
the level of care provided to patients. They must demonstrate strict
adherence to set policies and procedures. Appropriate discipline
must be administered for breach of policies and procedures. This is
a life and death situation. In my experience, technicians are rarely
written up forminor or major infractions involving patient care. I
have seen technicians ignore the glove policy, exposing patients to
possible infection, and I have seen technicians reading magazines
while attending to other patients.

In closing, throughout my life I have strived to avoid the label
"dialysis patient" and the stigma associated with it, yet today I ap-
pear before you in a public forum as a dialysis patient because of
the importance of the issues being discussed here. Patients can and
do lead purposeful lives. However, it has become an increasing bur-
den to do so. Monitoring a technician's abilities during every treat-
ment week after week is a tremendously stressful undertaking for
a dialysis patient. Enduring the limits and inadequacies of the
present system of dialysis compound the already difficult treatment
into an intolerable, unjustifiable and inexcusably frustrating expe-
rience.

My purpose today in appearing before this committee was to
present the life of a dialysis patient to you. It is my life and that
of many others. We live it every day. You cannot possible under-
stand it unless you are a dialysis patient. I sincerely hope you or
a loved one will never experience it but I do, with dignity and all
due respect, implore you to do something about it. Thank you.

[The prepared statement of Mr. Smith follows:]
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Special Committee on Aging
Hearing on End-Stage Renal Disease

Statement of Brent Smith
June 26, 2000

Mr. Chairman and Members of the Committee. Thank you for inviting me to testify
today.

My name is Brent Smith. My exposure to the dialysis industry began in 1973, two weeks

before my 18" birthday. A year later, I received my first transplant which was from my mother.

Two months later, the kidney failed due to infection, and I returned to dialysis. In 1977, 1

received a second transplant from my grandmother. That transplant succumbed to complications

in 1990. I returned to dialysis in the fall of that year. Soon after, it became all too clear that the

entity providing treatment, its administration, the support staff, and many of the standard
procedures with which I was familiar had changed drastically.

Over the last ten years, as a patient, I have witnessed the gradual decline in competency
of those given the responsibility of my care. In my view, efficiencies intended to enhance the

financial position of the providing companies expose patients to great risk and may even hasten

their demise. This trend continues and worsens each years as providing companies focus on
bottom line management and not patient care.

The major concerns of dialysis patients fall within the following five interrelated

components. I have provided more detail in a longer statement submitted for the record. They
are the following:

* Adequacy of dialysis
* Competency of patient care technicians
* Knowledgeable and disciplined nursing staff
* Facilities and technology (machines)
* Accountability

Adeauacy of Dialysis

The adequacy of my prescribed treatment relies heavily on me, my discipline with regard
to diet and fluid restrictions, and my oversight of my dialysis treatment. Because I am very

disciplined in my care, I can allow the dialysis machines to do their work. I have worked to

become very knowledgeable in what is needed for my care. Other patients who are less familiar
with the dialysis process are very vulnerable.

One of the areas that needs to be addressed by research is adequacy of dialysis. I can

only tell you my personal experience with the amount of time I dialyze. When I dialyze four

hours each session, I feel better. When treatments have been shortened in the past, over time my
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energy levels are depleted. In addition, complications appear from fluid retention, such as
higher blood pressure and shortness of breath. I, and other patients, feel lethargic and have little
appetite. So, I can only conclude that the amount of time on dialysis is a factor.

Competency of Patient Care Technicians

Second, in the year I started dialysis, the care givers were mainly nurses from the top
graduating classes, as well as medical students, and other medical technicians. Almost every
technician had a college degree, and every technician had previous medical experience.

Today, I see technicians with only a high school diploma. In Arizona, a manicurist is
subject to more licensing than a dialysis technician. When I first returned to dialysis, I had
technicians handle my blood and my life who were convicted criminals, strippers, and
refrigerator technicians. The ratio of patients to technicians, at times, is now 5 or 6 patients to
every technician. This is not safe, and it doesn't work.

A main worry for dialysis patients is vascular access. A patient told me recently of a
treatment where it took eight attempts by technicians to initiate her treatment - eight sticks by 16
gauge needle! Not only is this painful, it increases the risk of infection and could destroy that
access. There are limits to vascular access with each patient. When vascular access runs out, a
patient can no longer dialyze and can die. Many other patients have told me of similar
occurrences. These examples, involving poorly trained, unsupervised technicians include the
following:

* target weight miscalculations that could cause blood pressure decline. On one occasion,
staff miscalculated the projected amount of fluid to remove from me by a significant
margin. When this happens, a patient feels extremely weak and lightheaded at best. At
worst, a patient can severely crash, losing consciousness with a blood pressure far lower
than levels needed to maintain life. Also, patients experience excrutiatingly painful
cramping, and treatments will be shortened because the patients cannot withstand
additional treatment.

* too much or too little heparin, the blood thinning agent. Too much heparin thins the blood
and could lead to the patient's inability to clot blood; so they could bleed to death. Too
little heparin allows the blood to clot in the machine and stop the flow of blood back to
the patient.

* placement of a dialyzer on the wrong machine for the wrong patient. This is a potentially
fatal error.

* Disregard for the Universal Antiseptic Code, the protocol that protects both patient and
technician alike from infectious germs, viruses, and bacteria. This is one of the largest
and most common reasons patients are hospitalized.

Another example of the training deficiency among dialysis technicians stems from my
personal experience. In 1994, I suffered an extended period of appetite and weight loss. As part

* 2
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of my routine assessment prior to each dialysis session, I explained that I had not been eating
properly. I reported this for almost four months. The food I was eating did not provide me with
sufficient potassium for my prescribed potassium bath. During the fourth month, during the third
hour of a four hour treatment, I suffered a cardiac arrest attributable to the low potassium in my
system. The attending technician did not recognize this problem. Another technician took over
to attempt resuscitation until the paramedics arrived. Upon arrival, Emergency Room records
reflected a potassium level of 2.9, well below the 3.5 recommended range. Discharge Summary
records showed fibrillatory arrest, secondary to hypokalemia, which is low potassium. The
dialysis technician did not correlate the loss of my appetite with the low potassium bath. The
seriousness of the problem and possible results were never brought to my attention or to the
attention of the charge nurse, the dietitian, or my physician. THIS EVENT WAS
COMPLETELY PREVENTABLE.

Knowledgeable and Disciplined Nursing Staff

In addition to competency and training of dialysis staff, I believe that the staff must be
knowledgeable and disciplined. I have witnessed instances where floor nurses lacked familiarity
with the machines and their functions. These are complicated machines that stand between life
and death of dialysis patients. Lack of knowledgeable staff exposes patients to dangerous
circumstances. Moreover, lack of discipline or failure to PAY ATTENTION is a primary source
of incidents, affecting patient care. On one occasion soon after my return to dialysis, staff

'drained off too much fluid from me during dialysis. This exposed me to a crash in my blood
pressure and loss of consciousness. I am aware of another instance where a patient bled to death,
because no one was watching, while the patient's blood inadvertently drained into a trash can
while the patient slept. It is instances like this that cause me to do everything in my power to
stay awake throughout my four hour dialysis and try to watch every move of the staff attending
me and to watch the fluctuations on the dialysis machine.

Facilities and Technology (Machines)

Not all facilities where I have dialyzed have been well maintained. Too often poorly
trained or overworked staff will choose speed over substance in attending to patients. Worn,
older, overused machines are not as effective and efficient. One problem in dialysis is the way
dialyzers are reused. Even though they are labeled for "single use only" many are reused in this
country as much as 30-50 times. I do not reuse dialyzers. However, as a patient advocate of
many years, I have observations and experiences with regard to reuse of dialyzers from other
patients. The efficiency of the dialyzer can decrease as much as 20% over the span of reuse. In
turn, it is as if the patient's treatment time has been reduced by 20%. No adjustments are ever
made to compensate for this loss. As a result, the patient's lab reports get worse as the patient's
condition gets worse. Moreover, many patients aren't aware that they don't have to reuse
dialyzers and that the mortality level is higher with reuse. I know of one woman who could only
reuse eight times before she felt very bad.

3
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In addition, I have been told by staff that Medicare pays for a new dialyzer after each session.
However, my experience is that dialyzers are used as much as 30-50 times. In fact, facilities
have had to establish elaborate procedures to clean, sterilize, and catalogue dialyzers to ensure
that patient receives their own dialyzer during sessions. I am aware of one technician who
processed one patient's dialyzer bar code and passed and approved all other patient bar codes on
that basis. This violated the procedural rules and, of course, exposed patients to potential harm.

Accountability

One of the most important aspects of patient care relates to their relationship with the
dialysis staff. Staff must be accountable for the level of care provided to patients. They must
demonstrate strict adherence to set policy and procedure. Appropriate discipline must be
administered for breach of policy and procedure. This is a life or death situation. In my
experience, technicians are rarely written up for minor or major infractions, involving patient
care. I have seen technicians abuse the glove policy, exposing patients to possible infection. I
have seen technicians reading magazines while on duty rather attending to patients. I have seen
technicians engage in distracting conversations when inserting or removing needles from people.

In all my years on dialysis, I have never seen a government surveyor review a facility
where I have dialyzed. In fact, I am unaware of any surveys of any facilities where I have
dialyzed. I am greatly concerned as a dialysis patient about oversight of this industry.

In closing, throughout my life I have strived to avoid the label, "dialysis patient," and the
stigma associated with it. Yet, today I appear before you, in the public forum, as a dialysis
patient, because of the importance of the issues being discussed here today. Patients can and do
lead productive, purposeful lives. However, it has become an increasing burden to do so.
Monitoring a technician's abilities during every treatment, week after week, is a tremendously
stressful undertaking for a dialysis patient. Enduring the limits and inadequacies of the present
system of dialysis compound the already difficult treatment into an intolerable, unjustifiable, and
inexcusably frustrating experience.

My purpose today in appearing before this committee was to present the life of a dialysis
patient to you. It is my life, and that of many others. We live it every day. You cannot possibly
understand it. I sincerely hope you or a loved one will never experience it, but I do implore you
to do something about it.

Thank you.

4
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The CHAIRMAN. Thank you, Mr. Smith.
Now Dr. Scanlon.

STATEMENT OF WILLIAM SCANLON, PH.D., DIRECTOR,
HEALTH FINANCING AND PUBLIC HEALTH DIVISION, GEN-
ERAL ACCOUNTING OFFICE, WASHINGTON, DC
Dr. SCANLON. Thank you, Mr. Chairman and Senator Breaux. I

am pleased to be here today as you examine the quality of care pro-
vided to Medicare beneficiaries with end stage renal disease and
consider options for improving its oversight. These patients are a
very vulnerable group. They are often elderly and afflicted with
other conditions, such as severe diabetes, and several times a week
the vast majority must visit a dialysis facility for life-sustaining
blood cleansing treatments. Safe and competent treatment is criti-
cal because with patients this sick, there is little room for error.

In response to the committee's interest we have examined what
is known about the quality of ESRD care and oversight activities.
The report on our findings has been released today. We found that
there is little evidence on whether dialysis facilities are complying
with Medicare's quality of care standards and consequently, no as-
surance that patients using a given facility will receive adequate
quality care.

There are signs that the average quality of care for ESRD pa-
tients may, however, be improving. Mortality rates and hospitaliza-
tions have declined and measured clinical indicators of quality have
improved. However, this does not provide the assurance that sig-
nificant quality of care problems do not exist in some facilities.

Our uncertainty is due to the fact that there has simply been too
little oversight of dialysis facilities to determine if they are comply-
ing with quality standards. The reviews that have taken place indi-
cate that there are enough quality problems that exist that we
should be taking steps to adequately assess quality in individual
facilities.

Over the last 7 years, as you have indicated, there has been a
dwindling frequency of onsite surveys. These unannounced inspec-
tions, which are the primary tool for ensuring that facilities meet
Medicare's quality standards, were conducted at only 11 percent of
facilities in 1999, compared to more than 50 percent in 1993.

As the number of surveys declined, the proportion of surveys that
identified serious problems was increasing. In 1993, 6 percent of fa-
cilities were found to be out of compliance with Medicare stand-
ards. This figure rose to 15 percent in 1999.

A facility that is out of compliance has problems that are serious
enough that unless corrected, the facility will be terminated from
participation in the Medicare program. The most common types of
problems identified included lack of adequate procedures to safe-
guard the health and safety of patients, the failure to meet stand-
ards governing the reuse of dialyzers and supplies and the lack of
adequate patient care plans. Problems like these can be life-threat-
ening. For example, improper procedures for reusing dialyzers can
expose patients to microbial contamination and dangerous levels of
a germicide used to clean the dialyzers. HCFA has recognized that
the infrequency of inspections may be compromising patient care
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and has requested a nearly threefold increase in the funding for di-
alysis facility surveys.

HCFA is also attempting to make more effective use of the re-
sources available by using information on clinical outcome meas-
ures to assist in the process of identifying which facilities to sur-
vey. While we believe this approach has merit, we are concerned
that the measures being used by HCFA in pilot testing may not be
sufficiently strong predictors of compliance with Medicare stand-
ards and that there needs to be consideration of other factors to se-
lect facilities for inspections. A thorough evaluation of the pilot
that HCFA is undertaking should be completed before encouraging
states to use outcome data to drive their survey selection processes.

We also believe that the oversight process could be strengthened
if the state survey agencies and the ESRD Networks would share
information about complaints and known quality of care problems
at specific facilities. The 18 ESRD Networks are contractors to
HCFA responsible for improving safety and quality of dialysis fa-
cilities. HCFA has not consistently encouraged coordination be-
tween these two groups and, in some cases through conflicting pol-
icy interpretations, has actually impeded it.

As a result, neither state agencies nor the Networks have a clear
picture of what the other is finding and are able to take advantage
of that information to target or otherwise modify their activities.

We see increased communication as a way to help identify which
facilities are most likely to need attention and encourage better
and more consistent cooperation and information-sharing between
state agencies and ESRD Networks. We are encouraged by HCFA's
positive response to our recommendations and yet mindful of the
challenges involved in carrying them out.

Identifying where the problems are is only one half of what
needs to be done. Getting them corrected and keeping them cor-
rected is the other half. HCFA's current enforcement authority does
not provide strong incentives for dialysis facilities to stay in compli-
ance with Medicare standards. The threat to terminate a facility
from Medicare is sufficient to bring nearly all problem facilities
back into compliance with the standards but they do not nec-
essarily stay that way. Because of the infrequency of inspections,
it is difficult to determine how quickly or how often the facilities
fall out of compliance. But in every state we visited during this re-
view, we found instances in which facilities that had corrected their
problems were found to have serious problems shortly thereafter.

For example, a Texas facility cycled in and out of compliance
over a 9-year period while developing numerous plans of correction.
On many occasions, the deficiencies were so severe that they put
the health and safety of the facilities' over 200 patients in imme-
diate jeopardy. In 1999, the deficiencies included not providing care
necessary to address patients' medical needs, not complying with
physicians' orders and not following up on adverse incidents. It
took more than 4 months and two revisits from the state before the
facility came back into compliance. However, when the state con-
ducted another survey 4 months later, the facility was again out
of compliance.

In the past, this committee has examined a similar problem with
respect to nursing home care and nursing homes that cycle in and
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out of compliance with quality standards. The Congress had cre-
ated a broad range of penalties to help encourage nursing homes
to stay in compliance with standards. We found that the sanction
most likely to encourage staying in compliance-monetary pen-
alties-was infrequently used and we urge that it be applied much
more frequently in appropriate situations.

HCFA lacks comparable authority for sanctioning dialysis facili-
ties. We believe that Congress should consider whether granting
such authority could reduce the likelihood of these yo-yo patterns
of compliance and noncompliance evident in the Texas example.

Mr. Chairman, this concludes my statement and I would be
happy to answer any questions that you or members of the commit-
tee may have and we also are ready to assist the committee in the
future in monitoring progress in guaranteeing quality of care to
this very vulnerable group of Medicare beneficiaries.

[The prepared statement of Mr. Scanlon follows:]
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Mr. Chairman and Members of the Special Committee:

I am pleased to be here today to discuss what is being done to assure that the care
provided to the more than 280,000 Medicare patients being treated for End Stage Renal
Disease (ESRD), also known as kidney failure, is adequate and safe. Several times a
week, the vast majority of these patients visit a dialysis facility for life-sustaining blood
cleansing treatments. Caring for these patients is one of Medicare's biggest costs-with
spending per patient equaling 6 to 7 times the average. These patients are often elderly
and afflicted with other conditions, such as diabetes. Safe and competent treatment is
critical, because with patients this sick, there is little room for error.

Responsibility for overseeing the quality of ESRD care rests with the Health Care
Financing Administration (HCFA), the agency that administers Medicare. HCFA's
oversight takes two main forms. First, HCFA pays state agencies to conduct
unannounced inspections of dialysis facilities. These inspections, commonly called
surveys, are designed to determine whether dialysis facilities are complying with quality-
of-care standards. Second, HCFA pays organizations called ESRD networks to conduct
quality improvement activities at the nation's 3,800 dialysis facilities and gather data on
various outcomes, such as patient mortality rates.

You asked us to evaluate how well HCFA's processes for monitoring the quality of
dialysis services are working. In response, we have completed a report that is being
released at this hearing. My statement today will highlight some of the key points in that
report.

In summary, the oversight of dialysis facilities has several weak links. As a result, there is
little assurance that facilities are routinely complying with Medicare's quality of care
standards, which protect patients' health and safety. Our report highlights problems in
three main areas. The first is the dwindling frequency of on-site surveys. The number of
facilities surveyed has been dropping each year since 1993, even though the surveys
show that facilities are becoming increasingly likely to have one or more serious
deficiencies. The second problem is that HCFA's enforcement approach does not
provide strong incentives for dialysis facilities to stay in compliance with Medicare
requirements. HCFA's threat to terminate a facility from Medicare is sufficient to bring
nearly all noncompliant facilities into compliance, but many soon slip out of compliance
again. At present, they face no penalty for this behavior. Third, state agencies and ESRD
networks often do not share information about complaints and known quality-of-care
problems at specific facilities. As a result, neither has a clear picture of what the other is
finding and is unable to take advantage of that information to target or otherwise modify
its own activities. Our report recommends changes to address all three problems. HCFA
has reviewed these recommendations and agrees with them.

BACKGROUND

To stay alive, a patient with ESRD must receive either a kidney transplant or regular
kidney dialysis treatments. Such treatments use a machine to do the kidneys' job of
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removing impurities from the blood. If performed improperly, such treatments can
contaminate patients' blood, causing serious complications and even death.

Kidney dialysis is a big business. The number of Medicare patients receiving kidney
dialysis has increased more thazi 20 times since coverage began in 1973. To
accommodate this demand, more facilities have opened. Since 1993, for example, the
number of facilities has grown an average of 6 percent per year. Medicare's payment for
a dialysis treatment is a fixed rate per treatment that has remained essentially unchanged
for more than 15 years. For facilities that aim to maximize profits, such fixed payment
rates can create incentives for efficiencies but also can be an incentive for underservice.
Inspection surveys and other monitoring plans are needed to help ensure thatcost-
cutting does not lead to substandard services.

HCFA has established a set of II quality-of-care standards, commonly called 'conditions
of participation," that dialysis facilities are required to meet. The conditions of
participation are designed to ensure that facilities safely provide quality care. They
cover such areas as the physical environment of the facility, the adequacy of patient care
plans to address medical needs, and the qualifications of the staff that provide dialysis
services. Inspection surveys are designed to determine whether facilities meet these
standards. They are conducted by state agencies, typically health departments, under
contract with HCFA.

HCFA also contracts with 18 ESRD networks that work with facilities to improve the
quality of dialysis services provided to Medicare beneficiaries. These ESRD networks
collect data on key clinical indicators and provide individual facilities with regional
performance data on these indicators, so that each facility can compare its performance
with other facilities. Because networks are staffed and governed by dialysis providers
and others with expertise in dialysis, they also provide technical support to help facilities
improve their performance on clinical indicators. The networks also conduct quality
improvement projects dealing with specific aspects of dialysis, handle complaints
regarding patient care, and assist patients in finding dialysis providers.

MOST FACILITIES GO YEARS BETWEEN SURVEYS
FOR COMPLIANCE WITH HCFA STANDARDS

When a dialysis facility is certified to treat Medicare patients, nearly a decade may elapse
before it receives another HCFA-funded survey. Two factors are at work. First, the total
number of HCFA-funded surveys has declined substantially since 1993. Second, a
greater portion of these surveys must go for inspections of new facilities. The number of
new facilities entering the program has grown each year, and each new facility must
receive a survey before it can begin participating in Medicare. As a result of these
factors, while about I of every 2 existing facilities received a recertification survey in
1993, only about I in 10 received a recertification survey in 1999.

While the number of surveys is going down, the proportion of surveys that find major
problems is increasing. In 1993, 6 percent of facilities surveyed were cited for not
meeting a condition of participation; that figure rose to 15 percent in 1999. A condition-
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of-participation deficiency means that the problems found are serious enough that,
unless corrected, the facility's participation in Medicare will be terminated by HCFA.
Because so few facilities actually receive a recertification survey in a given year and
surveys are not performed on a random basis, it is not clear whether this increased
percentage is indicative of all facilities. Nevertheless, it is cause for concern.

The most common types of deficiencies included lack of adequate operational rules and
patient care policies to safeguard the health and safety of patients, the failure to meet
standards governing the reuse of dialyzers and supplies, and lack of adequate patient
care plans. Deficiencies such as these can be life-threatening. For example, improper
procedures for reusing dialyzers can expose dialysis patients to microbial contamination
and dangerous levels of the germicide used to clean the dialyzers.

HCFA has recognized that the infrequency of on-site inspections may be compromising
patient care, and it has requested a nearly threefold increase in the funding for dialysis
facility surveys-from $2.2 million in fiscal year 2000 to $6.3 million in 2001. Such an
increase, according to HCFA, will ensure that ESRD facilities are surveyed at least every
3 years. However, the extent to which any increased on-site survey efforts will be
effective in improving quality also depends on how well HCFA systems (1) get facilities
to correct deficiencies and maintain compliance with standards, and (2) make use of
available information to target its on-site survey resources. As I will discuss, both these
areas need improvement

ENFORCEMENT PROCESS GIVES FACILITIES
LITTLE INCENTIVE TO SUSTAIN COMPLIANCE

HCFA relies on termination from Medicare-or, in reality, the threat of termination-as
its only tool for bringing deficient facilities into compliance with standards. HCFA
officials view this threat as an effective method for achieving compliance. Before a
facility can be terminated, it has an opportunity, essentially a grace period, to correct its
deficiencies or develop acceptable plans of correction. Of the 481 facilities confronted
with at least one condition-of-participation deficiency since 1993, only three have been
terminated for not correcting it

We found that the problem was not getting facilities to comply, but assuring that they
stay compliant If a facility slips out of compliance again, it can avoid a penalty by once
again coming into compliance during the next grace period. Because of the infrequency
of recertification surveys, it is difficult to determine how quickly and how often facilities
fall out of compliance. It also means that a facility that becomes deficient again could
remain so for a very long time. Analysis of HCFA's survey database suggests that
facilities do tend to have repeat deficiencies. Of those facilities with four or more
surveys, 38 percent that had deficiencies on their most recent survey were also deficient
in at least one of the same areas on their prior survey. More than half of them had two or
more repeat deficiencies. For example, a Texas facility cycled in and out of compliance

An additional facility volastatily withdrew from Medicare because of the threat of tenmination.
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over a 9-year period while developing numerous plans of correction. On many occasions
the deficiencies were so severe they put the health and safety of the facility's 227 patients
in immediate jeopardy. In 1999, the deficiencies included not providing care necessary to
address patients' medical needs, not complying with physician orders, and not following
up on adverse incidents. It took more than 4 months and two revisits from the state
before the facility came back into compliance. However, when the state conducted
another survey 4 months later, the facility was again out of compliance. At the time of
our review, state agency officials were exploring enforcement options under state
licensing authority.

In the past, this Committee has examined a similar problem-nursing homes that cycled
in and out of compliance with quality standards. The Congress has allowed HCFA a
broad range of penalties to help encourage nursing homes to maintain compliance with
standards. For example, for nursing homes HCFA has authority to levy monetary
penalties and stop Medicare payments to deficient nursing homes, but neither of these
options can be applied to dialysis facilities. Effective options for dealing with
chronically deficient dialysis facilities do not exist

As we have stated in our reports to you on nursing homes, monetary penalties in
particular create a strong incentive for nursing homes to remain free of severe or
repeated deficiencies. Today's report on ESRD suggests that the Congress may wish to
consider granting HCFA the same sanctioning authority to dialysis facilities as it has for
nursing homes.

HCFA does already have authority to impose monetary penalties for facilities failing to
maintain compliance with requirements in one aspect of quality of care, but the agency
has decided not to use this authority. Specifically, HCFA can assess financial penalties
on facilities that do not properly reprocess and reuse dialyzers, the filters that clean a
patient's blood. Reprocessing dialyzers incorrectly can lead to such problems as
exposing a patient's blood to dangerous levels of the germicide used to clean the
dialyzers. The Congress authorized HCFA to impose penalties on such facilities even if
they subsequently corrected their deficient procedures, which may provide a stronger
incentive than the threat of termination to remain compliant with the quality
requirements.

So far, HCFA has not exercised this authority. HCFA officials believe doing so would be
difficult, because the agency could only recoup payments for specific services affected
by the lack of compliance. However, many of the important reuse standards relate to
processes and procedures that affect almost all patients in a facility. Our state-level
reviews showed instances in which surveyors were able to identify specific days on
which facilities were out of compliance with requirements that affected all patients in a
facility. Application of the sanction appears feasible in these instances. As a result, our
report recommends that HCFA develop procedures to make use of this authority.
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EFFORTS AND OPPORTUNITIES TO
IMPROVE ON-SITE INSPECTIONS

Ideally, the facilities that are most likely to be deficient will be targeted for more
frequent inspections. We looked at what is done to identify the dialysis facilities most in
need of oversight HCFA is taking some steps to use outcome measures to identify
facilities to survey. While this approach has merit, it also has limitations that remain to
be addressed. We do see immediate opportunities for HCFA to facilitate the sharing of
information between state regulators who conduct the inspections and ESRD networks
that gather information for individual facilities to better target surveys. Sharing
information on complaints and known quality-of-care problems could help target
inspections where they are needed most

The approach HCFA is developing to assist in targeting surveys involves the use of
certain patient outcome measures reported to ESRD networks, Medicare claims
processing contractors, and the Centers for Disease Control and Prevention. In May
2000, as part of a pilot project, HCFA created profiles of these measures for facilities in
seven states. The profiles were based on information HCFA obtained from dialysis
facilities on such indicators as the degree to which dialysis treatments remove impurities
from the blood and the degree to which patients' anemia is controlled.

Because the facility profile project is in the process of being tested, we did not
comprehensively evaluate it. However, a major concern is whether the outcome
indicators being used are a strong predictor of noncompliance with Medicare standards.
In the states we visited, we found cases in which facilities had above-average scores on
these indicators but were found to have serious deficiencies during surveys or complaint
investigations. These deficiencies included such things as lack of knowledge of basic
medical and dialysis practices like anemia management, infection control, and -water
purity. Accordingly, we recommended that HCFA complete an evaluation of the pilot
project results before it encourages states to use outcome data as a key factor in
selecting facilities for on-site inspections.

More immediately, sharing ESRD networks information on complaints and known
quality-of-care problems at specific facilities with state agencies could strengthen the
oversight process. HCFA has not consistently encouraged this coordination, and in some
cases, through conflicting policy interpretations, has actually impeded it.

By sharing information and knowledge, ESRD networks and state agencies can create a
more complete picture of ESRD facilities. The networks and agencies have different
information about facilities. ESRD networks have information on the clinical aspects of
the care in facilities and also may be more aware of recent staffing and management
changes, patient complaints, and the results of quality improvement initiatives. In
contrast, state survey agencies may have more detailed information about facilities'
systems, such as those for infection control and reprocessing dialyzers.

HCFA's currentpolicy allows networks to share facility-specific information with state
survey agencies to aid in the certification process. However, HCFA regional offices that
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oversee network and survey agency activities have not applied this policy consistently.
As a result, the level of coordination and information sharing varies dramatically across
regions, and in most cases little has taken place. Most HCFA regional offices restrict
networks from sharing facility-specific information and support ESRD networks when
they deny requests by state survey agencies for such information, saying that federal
confidentiality restrictions prohibit this sort of exchange. In contrast, with the
knowledge of its HCFA regional office, the ESRD network in Texas began providing
facility-specific information to the Texas Department of Health after the state passed a
licensure law for dialysis facilities in 1996. More recently, early this year, some HCFA
regional offices have begun efforts to facilitate the communication and exchange of
information, including facility-specific performance information, between ESRD
networks and state agencies. Because we see increased communication as a way to help
identify which facilities are most likely to need attention, we recommended that HCFA
encourage better and more consistent cooperation and information sharing between
ESRD networks and state survey agencies.

In commenting on our report, HCFA officials agreed with our recommendations and
indicated that steps were being taken to implement them. For example, HCFA stated
that they would develop the necessary regulations and procedures to implement
sanctions for facilities that do not meet quality standards for dialyzer re-use. HCFA also
stated that steps were under way to clearly delineate responsibilities of state survey
agencies and ESRD networks that would encourage cooperative information sharing to
help identify poor-performing facilities.

This concludes my statement I will be happy to answer any questions you may have.
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The CHAIRMAN. Thank you, Dr. Scanlon.
Now Mr. Grob.

STATEMENT OF GEORGE GROB, DEPUTY INSPECTOR GEN-
ERAL, OFFICE OF INSPECTOR GENERAL, U.S. DEPARTMENT
OF HEALTH AND HUMAN SERVICES, WASHINGTON, DC
Mr. GROB. Good afternoon, Mr. Chairman and Senator Breaux.
The systems intended to protect vulnerable dialysis patients from

harm and to assure and promote improvements in the quality of
their care have some serious shortcomings. Fortunately, there are
easy, practical solutions to quickly address the more fundamental
weaknesses and some promising new approaches that, in the long
run, will not only strengthen the safeguards for the patients but in-
crease the efficiency and the efficacy of the care provided to them.

Today the Office of Inspector General is releasing two reports
which analyze the system's weaknesses and which provide a de-
tailed comprehensive set of recommendations to address them. I
cannot describe everything in these reports today but will briefly
summarize them.

First, to put things in perspective, the renal dialysis industry
and the Health Care Financing Administration have in recent
years brought about significant improvements in the treatment of
renal disease, as measured, for example, by the adequacy of the di-
alysis rendered to patients, an improvement from 43 percent in
1993 to 74 percent between 1993 and 1998. Other measurable im-
provements have been made, as well.

However, in the course of our study we found serious problems
where patients were put at risk due to inappropriate treatment, in-
cluding exposure to a toxic disinfectant administered directly
through a patient's bloodstream and a drug overdose resulting in
prolonged bleeding.

The shortcomings of the protective and quality assurance sys-
tems are obvious. In 1995, 20 percent of all facilities had not been
surveyed within 3 years. This has risen to 44 percent in 1998, and
10 percent had not been surveyed within 6 years. Performance
measures already available and used to track quality of care on a
broad regional scale are not used to hold individual facilities ac-
countable for the care that they provide.

The complaint system is unreliable. Patients have little incentive
and inadequate knowledge to use it. Medical injuries are not sys-
tematically monitored. The two main contractors responsible for
oversight of the system, Renal Disease Networks and the state sur-
vey and certification agencies, seldom work in concert on any as-
pect of quality assurance. Assessment and accountability of both is
minimal. Public disclosure of survey results and the findings relat-
ed to individual facilities is also limited.

We have made a complete set of recommendations to address the
problems and highlighted some promising approaches used by two
of the Networks to raise the level of care for kidney disease pa-
tients. The Health Care Financing Administration has prepared a
plan of action that is quite responsive to our findings and rec-
ommendations. The most immediate need is to increase the fre-
quency of facility surveys, for which HCFA has requested the nec-
essary funding. Longer-term improvements will result from atten-
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tion to the performance and accountability of individual facilities,
as measured by clinical and administrative factors. The problems
can be corrected and care for these patients can be better than it
is.

That concludes my testimony and I will be happy to answer
questions.

[The prepared statement of Mr. Grob follows:j
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Testimony of
George F. Grob

Deputy Inspector General
for Evaluation and Inspections

Department of Health and Human Services

Good afternoon Mr. Chairman and Members of the Committee. I am George F. Grob, Deputy
Inspector General for Evaluation and Inspections, in the Office of Inspector General (OIG), U.S.
Department of Health and Human Services. I am pleased to testify at today's hearing on dialysis
facilities. My testimony will focus on Medicare's system for the external quality review of these
facilities.

Mr. Chairman, the Health Care Financing Administration (HCFA) has made important strides in
using performance measures to help encourage improvements in the quality of care. However, the
overall system has major shortcomings. It conducts little enforcement to ensure compliance with
minimum standards that help protect patients from harm. The system is fragmented, in that End
Stage Renal Disease (ESRD) Networks and State survey agencies, HCFA's two main contractors
responsible for quality oversight, rarely coordinate their efforts to foster patient protections. And,
fundamentally, the system lacks accountability both on the part of the individual facilities and on the
part of the contractors.

These findings, along with appropriate recommendations, are contained in two reports which we are
issuing today. These reports also contain the plan of action which HCFA has prepared to address the
issues we have raised.

External Quality Review Is Important

Many dialysis facilities and corporations conduct their own internal quality monitoring and
improvement projects. However, in order to protect patient safety, it is essential that an external
oversight system exists to provide objectivity and public accountability that internal quality reviews
lack. We present four key factors that underscore the need for external oversight in dialysis
facilities.

Instances of poor care. In the course of our review of documents, we came across several examples
where patients were put at risk due to inappropriate treatment. For example, we learned of a case
where a patient was exposed to a toxic disinfectant directly through his bloodstream, and another
case where a patient received an overdose of a drug that resulted in prolonged bleeding.

Vulnerable patient population. There are over 230,000 dialysis patients, and the population is
growing at a rate of 7 percent a year. Many dialysis patients are elderly and suffering from other
complicated illnesses such as diabetes and hypertension.

Variation in the quality of care. Performance data reveal that a substantial portion of patients
nationwide do not achieve the clinical outcomes recommended by clinical practice guidelines. For
example, 20 percent of hemodialysis patients did not meet clinical guidelines for the minimum dose
of dialysis (as measured by a Kt./VŽ 1.2). And, 41 percent of hemodialysis patients did not meet the
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guidelines for the management of anemia (as measured by a hemoglobin level that met or exceeded

11-12 gm/dL). Similarly, scientific studies suggest widespread variation in the quality of care

patients receive in facilities. One study in particular showed that facilities differ in mortality rates,

and that higher mortality rates were correlated with facilities that provided less adequate doses of

dialysis.

Marketplace pressures. The dialysis industry has grown significantly in recent years. Moreover,

through a series of mergers and acquisitions, there has been increased consolidation in the ownership

of the facilities. Along with growth and consolidation, the dialysis treatment environment is

characterized by at least three other increasingly prominent forces: increased competition for

patients, heightened concerns to contain costs, and increased difficulty in finding and retaining

experienced nurses and technicians in an increasingly competitive marketplace.

HCFA's External Review Bodies

HCFA relies upon two main entities to oversee the quality of care in dialysis facilities: the ESRD

Networks and the State survey agencies. The 18 regional Network organizations, governed primarily

by renal professionals associated with facilities in the Network's region, perform multiple functions

mostly oriented around collegial efforts to promote improvement in the quality of care and to

respond to complaints lodged by patients, staff, and others. The State agencies, typically within State

departments of public health, perform a more regulatory role and have greater authority. The States

conduct Medicare certification surveys of facilities and investigate complaints, both in accordance

with the Medicare Conditions for Coverage for dialysis facilities. Our report assessed the role of

both entities in the oversight of dialysis facilities.

Our Inquiry

Our findings come from multiple sources of information. We surveyed all 18 Networks and

interviewed over half, and visited several. We analyzed several Network complaint logs and

Network responses to complainants. We also analyzed HCFA's database on State survey agencies,

observed a State survey of a dialysis facility, and interviewed staff at several State survey agencies.

Throughout our inquiry we interviewed HCFA staff and various stakeholders and reviewed pertinent

Federal documents and scientific literature.

We structured our inquiry around a framework that we have used in other studies to help assess the

overall effectiveness of an external quality review system. For a comprehensive and effective

external quality review system, all components need to be adequately addressed. The framework

contains four elements: use of standardized performance measures, response to complaints, on-site

surveys, and response to medical injuries.
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FINDINGS

The Major Strength of the System Is its Use of Performance Measures to Foster
Improvements in the Quality of Care.

HCFA's use of performance measures is well worth noting. Since HCFA began collecting
performance measures on a national sample of patients in 1994, the data have shown considerable
improvement For example, HCFA's data show the percentage of patients achieving adequate
dialysis according to clinical guidelines (a URR !to 65 percent) increased from 43 percent in 1993 to
74 percent in 1998.

Yet, the Current System of Oversight Falls Short in Several Key Aspects.

Performance measures are rarely used to hold individual facilities accountable. HCFA does not
require Networks or States to collect a set a of facility-specific performance data to monitor the
performance of individual facilities. Without facility-specific data it is difficult for Networks and
States to identify poorly performing facilities that require intervention. In some instances, Networks
have access to facility-specific data either because they collect them on their own or through other
research efforts. Even if a Network is able to identify a facility performing well below accepted
standards, Networks have little enforcement authority to ensure compliance and are reluctant to share
such information with States who have more authority. Networks are reluctant to share data with the
States because they fear that States will misinterpret the data and will be unable to protect the data
from public disclosure. Networks believe eventual public disclosure will undermine their collegial
relationships with the facilities. Currently, no data are readily available to the public on a facility-
specific basis either by HCFA, Networks, or States.

The complaint systems serve as unreliable means for identifying and resolving quality-of-care
concerns. Three major barriers inhibit individuals from lodging complaints. First, dialysis patients
may find it difficult to complain about an individual or facility providing treatment that their lives
depend upon for fear of retribution. Second, patients may lack an understanding of the technical
aspects of care and may not know when to complain. Third, staff of dialysis facilities face
significant deterrents to lodging complaints; such actions could put their jobs at risk and brand them
as a trouble-makers, thereby jeopardizing future employment in the field.

Network officials are aware of and often sympathetic to these barriers. But, in general, their policies
and practices make the barriers even more imposing. First, they tend to discourage confidential
complaints by stopping investigations short if complainants are unwilling to allow their names to be
disclosed to the facility in question. Networks reported that it is difficult for them to investigate
complaints fully without disclosing the complainants' names to the facility. Second, about half of
the Networks require grievances to be in writing, before they take any action, unless they involve
life-threatening situations, even though HCFA policy states that such an approach is unnecessary.
Third, Networks, and even more so the States, conduct little outreach to inform, let alone encourage,
patients or staff to use the complaint system. The information that the Networks provide tends to belimited to posters sent to facilities and information packets sent to new patients who are usually
overwhelmed with information at that early stage.
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States and Networks conduct few on-site investigations of complaints concerning the quality of care.
In 1998, State survey agencies conducted about 250 on-site investigations; the Networks, about 35
for over 3,000 facilities nationwide.

The complaint system also may be bogged down with information requests drawing resources away
from more serious problems. We examined 9 Network complaint logs for 1998 and found that these.
9 Networks combined received over 700 complaints. However, the majority of these complaints did
not involve quality-of-care concerns. About 45 percent were actually requests for information and
13 percent involved concerns expressed (typically by staff) about disruptive patients. Of all the
complaints, 25 percent concerned service quality (e.g., temperature of facility, waiting times,
friendliness of the staff) and 15 percent technical quality (e.g., clinical care, adequacy of equipment).

Networks and the States rarely work together to handle complaints, resulting a fragmented system.
Working single-handedly, neither the States nor the Networks can tap the full potential of a
complaint system that effectively addresses quality-of-care concerns. Through their board
membership, Networks have important clinical expertise in nephrology that gives them substantial
ability to assess and follow-up complaints regarding the adequacy of clinical care. But the Networks
have little authority to enforce corrective actions. The States, on the other hand, have enforcement
authority for violations of the Medicare Conditions for Coverage, but tend to lack the clinical
expertise concerning renal care. The Networks do refer to the State agencies complaints concerning
the Medicare Conditions. We found that in 1998 each Network referred, on average, three
complaints to the States. But the Networks report that the State agencies do not routinely inform
them of the results of complaint investigations or even whether they conducted an investigation.
Similarly, Networks themselves do not tend to be any more forthcoming in informing the States of
their own investigations. And, Networks and State agencies seldom undertake combined complaint
investigations about the quality of care.

Medicare certification surveys play a limited role in ensuring facilities meet minimum
standards. The elapsed time between Medicare surveys is increasing. Facility, Network, and State
agency staff viewed Medicare surveys as an important part of external oversight. However, we
found that in 1995 20 percent of all facilities were not surveyed within 3 years; by 1998, that
increased to 44 percent. Ten percent of facilities had not been surveyed in 6 years or more by the end
of 1998.

Partly as a result of the low frequency of surveys, State survey agencies have difficulty maintaining
the expertise of surveyors. Network and State officials stressed that dialysis surveys are highly
technical, requiring knowledge not only of water treatment processes but also of the complexities of
dialysis treatment. As dialysis surveys become less frequent, surveyors are increasingly hard pressed
to maintain their familiarity with dialysis facilities, let alone keep pace with technological advances.

The Medicare Conditions for Coverage for dialysis facilities provide an inadequate foundation for
accountability. Established in 1976, the Conditions fail to reflect major changes in the delivery of
dialysis services, in the organizational auspices of dialysis facilities, and in the concepts of quality
oversight and quality improvement. The Conditions fail to hold the facility governing body and the
medical director sufficiently accountable for the quality of care, and they fail to require facilities to
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report facility-specific data, to conduct quality improvement programs, and to monitor patient
satisfaction.

Medical injuries are not systematically monitored. Medical injuries are attributable to the care
provided to the patient. Such injuries can happen even in the best of health care facilities. HCFA
does not require the Networks, the State agencies, or facilities to identify and analyze medical
injuries attributable to the care provided to the patient as opposed to the patient's underlying
condition. Without such a system, an important opportunity to identify problems is missing.

Networks and State Survey Agencies Are Not Held Accountable for Their
Effectiveness.

Assessment of Networks' performance is minimal. Although HCFA receives regular information
from Networks, it provides little substantive evaluation and feedback to them. For instance, HCFA
does not hold Networks accountable for how facilities fare on performance measures. HCFA's most
formal mechanism for evaluating the Networks is the year-end evaluation questionnaire that the
project officers complete and send to the central office. In our review of the completed
questionnaires for 1998, we found that they consisted of multiple-choice questions and few
contained any elaboration.

Assessment of State survey agencies' performance is also minimal. HCFA has few means to
evaluate the content or quality of the surveys the State agencies conduct on behalf of Medicare.
HCFA no longer validates surveys. Recently, HCFA eliminated this in favor of periodically
observing State surveyors' performance and offering advice and assistance as applicable. While the
latter approach has potential and may well involve some useful infonmal assessment and feedback to
the State surveyors, we found no evidence of substantive evaluation and feedback to the States on
such key matters as the effectiveness of the surveys, the skill of the surveyors, and the adequacy of
collaboration with the Networks

Public disclosure is limited. HCFA offers no readily accessible public information (e.g., on the
Intemet) on any Network or State actions taken by either Networks or States to protect the public.
All Networks have websites, but they vary significantly in the amount and type of information that
they post. None publishes any information on complaints received and investigated at a particular
facility or on any corrective actions pending against a particular facility. Similarly, little information
is readily available on the performance of States. Survey results are available only upon request and
are difficult to interpret. Results are not routinely posted on the Internet or in facilities.

RECOMMENDATIONS

We urged HCFA to provide leadership to address the shortcomings we have identified. In doing so
we suggested that HCFA (I) steer external oversight of the quality of dialysis facilities so that it
reflects a balance between collegial and regulatory modes of oversight, and (2) foster greater
collaboration between the Networks and State survey agencies. Toward that end, we offered the
following specific recommendations.
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Holding Individual Dialysis Facilities More Fully Accountable for the Quality of Care.

Conditions for Coverage. The current Conditions are close to a quarter-century old. It is time to
update and reinforce them as a tool for holding dialysis facilities accountable for the quality of care
they provide. We recommend that HCFA revise the current Conditions so that, at a minimum, they:
strengthen the accountability of the dialysis facility governing body, reinforce the accountability of
the dialysis facility medical director for patient care, require facilities to report electronically on
standardized performance measures determined by HCFA, require dialysis facilities to conduct their
own quality improvement program, require dialysis facilities to establish internal systems for
identifying and analyzing the causes of medical injuries and medical errors, and require dialysis
facilities to monitor patient satisfaction.

Facility-Specific Performance Data. Facility-specific measures should be used to encourage
facilities to improve the quality of care and to help ensure facilities meet minimum standards.
HCFA should identify a core set of performance indicators to collect regularly on all patients from
facilities. HCFA, with input form the professional community and from patients and patient
advocates, should determine a new core data set of clinical data that will be used to help assess the
quality of care provided by facilities. Using these data, HCFA should disseminate comparative
facility-specific reports to facilities, Networks, State survey agencies and the public containing all the
performance indicators. The data should be available to facilities to support internal quality
improvement activities, to Networks to support regional quality improvement activities and to
identify outliers for further review, to State survey agencies to help guide and inform the survey
process, and to the public to foster public accountability. We emphasize that HCFA's posture
toward performance data should be that if they are worth collecting, they are worth disclosing.

Complaint System. HCFA needs to work with the Networks and the State survey agencies to
establish an effective complaint system that reflects eight key elements we outline in the report:
accessibility, objectivity, investigative capacity, timeliness, responsiveness to complainants,
enforcement authority, improvement orientation, and public accountability. HCFA should conduct
pilot projects to test ways in which the Networks and the State survey agencies could work together
to create such a complaint system that is integrated. HCFA should also develop a common
instrument that facilities and others could use to assess patient satisfaction. For many patients, an
anonymous response to a patient satisfaction survey may serve as a safer vehicle for expressing
concern than a formal complaint to a facility, Network, or State agency.

On-site Certification Surveys. Routine, on-site surveys are important to help ensure that facilities
comply with minimum standards outlined in the Medicare Conditions for Coverage. HCFA should
deterinine an appropriate minimum cycle for conducting Medicare certification surveys of dialysis
facilities. In addition, HCFA should conduct pilot tests to determine the potential of Network and
State joint initial certification visits of dialysis facilities. We recognize that at the time of initial
reviews few patients are receiving treatment at the facility and therefore major problems rarely are
uncovered. However, we think that initial reviews provide an opportunity for the Networks and
States to work together cooperatively without the pressures associated with a for-cause investigation.

Medical Injuries. The Institute of Medicine recently called for a mandatory national system for
reporting of such adverse events in hospitals and other health care facilities. Given that dialysis
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treatments are paid for primarily by Medicare funds, and that HCFA has the major responsibility for
the external quality oversight of the facilities, dialysis facilities are an ideal candidate for testing this
kind of reporting system. HCFA could facilitate the development of publicly accountable means for
identifying serious medical injuries and analyzing their causes. The system should provide for the
analysis of adverse events and for any necessary corrective actions at the facilities involved.

Holding the Networks and State Survey Agencies More Fully Accountable for Their
Perfornance in Overseeing the Quality of Care Provided by Dialysis Facilities.

Distinctive role of Networks and States. Policy guidance delineating the distinctive roles of the
Networks and State survey agencies in quality oversight and providing direction on how they should
collaborate is needed. HCFA should clearly state that the Networks serve as its primary agents in
fostering continuous quality improvement in the care provided to dialysis patients, but yet must also
support enforcement efforts. Similarly, it would be helpful for HCFA to clearly state that the State
survey agencies serve as HCFA's primary agents in enforcing compliance with the Medicare
Conditions for Coverage, but also must support improvement opportunities. HCFA can convey this
in two ways. For Networks, their contracts, particularly in the section explaining HCFA's Health
Care Quality Improvement Program, would seem to be a particularly appropriate vehicle. For the
State agencies, the annual budget call letter would appear to be the most appropriate forum. At a
minimum, the Networks and State agencies should be held accountable for collaboration in the
following four areas: (I) sharing facility-specific data, (2) sharing State survey results, (3) working
together in addressing complaints, and (4) consulting one another in their respective areas of
expertise.

Accountability of Networks. Networks can be held more accountable in two ways. First, HCFA
should develop, with input from the Networks, a system for performance-based evaluations of the
Networks. Given the development of increasingly sophisticated performance measures, it is
reasonable to use them as key references in assessing the Networks' own performance. HCFA has
already moved in this direction with the Medicare Peer Review Program. Second, HCFA should
increase public disclosure of information on the Networks. Such disclosure can be particularly
important in helping the media, advocates, patients, and other interested parties understand how
Networks handle complaints and use performance data to improve dialysis care. In the process, it
reinforces the point that publicly-fuided Networks are accountable to the general public as well as to
HCFA.

Accountability of the State survey agencies. State agencies can also be held more accountable in
two ways. First, HCFA needs to better assess the State surveyors. One way this can be
accomplished is to observe more State surveys. This provides HCFA with the opportunity to provide
direct feedback to surveyors and can be more instructive and timely than validation surveys.
However, because of the technical nature of these surveys, it may be difficult for HCFA personnel to
develop and maintain the expertise to constructively assess State surveys. In this regard, HCFA
should consider developing a small group of contracted, experienced dialysis surveyors that it could
draw upon to periodically observe State surveys as well as to investigate complaints as needed.
Second, HCFA should increase public disclosure of information on the States survey agencies.
Particularly relevant would be information on the number of surveys conducted, the specific facilities
surveyed, the type of deficiencies found, and the corrective actions taken. As with the Networks,
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HCFA could post this and other pertinent information on its own website or call for the States to post
it on their own, or even post it within the facilities as is the case for nursing homes.

We presented our recommendations in the context of the current oversight system in which HCFA
relies upon the Networks and State survey agencies. We believe that this system has the potential to
provide effective oversight if HCFA moves in the direction we call for. We want to stress that while
HCFA has authority and leverage, it must approach the Networks and State agencies as partners who
contribute to and share a commitment to high-quality dialysis care. We also want to stress that
external oversight must be conducted in ways that minimize the regulatory burden on dialysis
facilities and seek to complement the facilities' own internal quality review efforts.

HCFA has developed a comprehensive plan of action which we regard as responsive to our findings
and recommendations. The plan outlines HCFA's actions for each of our recommendations. Most
notably, HCFA's commits to collect and disclose facility-specific performance data, increase on-site
surveys, revise the Conditions for Coverage, and strengthen the complaint process.

This concludes my testimony, and I welcome your questions.
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The CHAIRMAN. Thank you very much.
I have questions of all of you and I am sure that Senator Breaux

will, as well. And I would encourage you, if I ask a question of one
person and somebody has something to add to it or another point
of view on the same question, to signal your intent and I will be
glad to include other people in the response.

Dr. Bays you referred to yourself and other dialysis patients as
money cows with a market value of $100,000." What do you mean

by that?
Dr. BAYS. Dialysis patients are routinely sold. In other words,

being that the dialysis industry is not covered by the Stark law, a
physician can sell his patients. The clinics, the companies routinely
sell patients to each other. In other words, it is like commodities.
And being a patient, they are locked into a geographic area and
there is nothing they can do about it.

So this is, to me, one of the major problems, is the dialysis com-
munity should be put under the Stark law, like all other physicians
are. That is the No. 1 thing. And No. 2 is that we think that Micro-
soft has a monopoly; Microsoft does not really have a monopoly.
Some of these for-profit companies have a total monopoly because
they control the production of dialyzers, production of the machine,
down to the services, down to control of the geographic area. So
they control it completely.

Does that explain what I am talking about?
The CHAIRMAN. Yes, very much so.
Dr. Bays, you describe your experience at the first dialysis center

that you went into, and these were your words, as hell. Can you
elaborate on the quality of care you received there?

Dr. BAYS. Well, in other words, whenever dialysis started out,
like he referred to with the nurses and everything like that, which
I think the main focus on dialysis should be educating the patients
as to what is proper care. And the second thing is self-care or home
care because the dialysis patient is on dialysis for the rest of their
life; most of them are. Transplantation is a thing for some people
but most of them, it is not and it is not a permanent cure.

Therefore, the faster they can dialyze you, the more money they
can make. So they run you through just as fast as they can and
give you the minimum amount of care to keep you alive for a cer-
tain length of time.

Does that explain it?
The CHAIRMAN. Yes, thank you very much.
Now I want to ask Mr. Smith a question. This is something that

I did not have a chance to think about until just today because my
staff just learned of this today, that your dialysis facility made calls
to you about your testimony today while you were on dialysis.
Could you tell me about that telephone call?

Mr. SMITH. Well, I believe it was Friday I walked in the facility
and the head of the nursing staff there asked me if I would receive
a phone call from the Vice President of the company. I asked her
if it would be all right if I called her after I got off the machine
or the next day and she said no, she would like to talk to you now.

So about 15 minutes after I was on the machine, the phone did
ring and I got a call from her and it was basically that she had
seen on the website that I was going to be testifying today. She
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was questioning a few of the things I was going to say and she
then asked me if I would release my medical records for the com-
pany to release what my dialysis clearances were and that kind of
stuff. I told her no, if somebody had a question about my clear-
ances, they could ask me.

And I am not sure if there was a subliminal threat of some sort
or whatever, but she then went on to say that the chairman of the
board of the company would be calling me Wednesday when -Yget
back. So I do not think they are going to be congratulating me on
this.

The CHAIRMAN. Well, you were on dialysis at the time. How did
that call affect you or how does it affect you today?

Mr. SMITH. Well, the general policy for myself is if somebody
wants to talk to me about the quality of care, I do not talk while
I am sitting in the chair of a dialysis machine. It puts them at an
advantage and I will not discuss it. But it kind of looked at this
point in time like I really was not given much of a choice.

And just from the physical aspect of it, of course your blood pres-
sure is going to go up and it affects your run entirely.

The CHAIMAN. What happens if you are asked to leave the facil-
ity where you now get dialysis?

Mr. SMITH. I have been asked to leave the facility where I am.
The CHAIRMAN. How recently were you asked to leave?
Mr. SMITH. Paragraph about 2 years ago. They consider me a

troublemaker and a whistleblower, if you will, because I ask them
to do their job, the job that they are paid to do.

The problem is 90 percent to 99 percent of dialysis patients, like
the doctor was saying, are not educated in what they are supposed
to get. They are not aware or made aware of the care that they are
supposed to be getting.

There is also the intimidation factor. As a patient advocate for
about 6 months, I could not get patients to talk because they are
so afraid of what the technicians are going to do to them that they
just do not say anything.

The CHAnIMAN. And being in the situation where you are, with-
out dialysis, obviously death is just around the corner and then
being intimidated about that is even further stress that I presume
causes some health problem.

Mr. SMITH. Absolutely. But personally, after 20 some years, I am
not intimidated easily. So it is not just me; it is the other patients.
The other patients get intimidated very easily and it does affect
their care.

The CHAIRMAN. In my opening statement I talked about the law
that protects congressional witnesses, so I hope if there is any re-
taliation against you that you will inform me.

Mr. SMITH. Absolutely.
The CHAIRMAN. Mr. Grob, what is the process to get a complaint

investigated by a state agency, as opposed to a network?
Mr. GROB. A complaint can be made in either case. They can be

made, as they are in nursing homes, through the survey and cer-
tification agencies, but they can also be made through the Net-
works. So there is a dual avenue, if you will.

One of the deficiencies that we found in the system is a failure
to take advantage of the great potential that is there because the
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people who work for the Networks have a very high level of knowl-
edge of dialysis care and the people who do the survey and certifi-
cation have knowledge of the quality control systems. And if we
could only p,4the two together, they could probably do a lot better
job of responding to these complaints.

The CHAIRMAN. Why do Networks require written complaints, as
opposed to HCFA not requiring them?

Mr. GROB. I do not think they should be requiring the written
.complaints. I think that would discourage

The CHAIRMAN. But they evidently do.
Mr. GROB. They evidently do; that is right. And they may require

identification of the person filing the complaint, as well. And, as
the last witness said, we noticed in doing our reports, as well, that
some of the patients were feeling intimidated and nervous about
making complaints. In my opening statement I made a remark
about how the patients really do not have the incentive to make
complaints. That was probably a milder version of the statement
that they may feel intimidated-they have to sign things; they
have to identify themselves.

The CHAIRMAN. Dr. Scanlon-and then I will go to Senator
Breaux-why doesn't the threat of termination keep dialysis facili-
ties in compliance for more than a short period of time? And what
sort of recommendations does your agency have for addressing the
problem?

Dr. SCANLON. Mr. Chairman, the threat of termination has no
teeth because each facility is given an opportunity to return to com-
pliance before the termination actually occurs. And invariably, fa-
cilities take advantage of that. In terms of almost 500 actions that
threatened termination, only three facilities were ever terminated
in the last 5 years.

The lack of incentive is associated with the fact that there is no
cumulative history that is supplied when one is reviewed and when
the action to terminate is initiated. You are given the same oppor-
tunity to come back into compliance as if you had never had an-
other problem in the past.

So it is our sense that there is no cost to a facility to be out of
compliance. And in fact, there is even less of a risk to facilities
today because surveys are going to occur so infrequently that a fa-
cility may remain out of compliance for a considerable period of
time before it is detected and before they have to engage in produc-
ing a plan of correction.

The CHAIRmAN. Senator Breaux.
Senator BREAUX. Thank you very much, Mr. Chairman. Thank

you, members of the panel.
I take it that HCFA has the authority to impose monetary fines.

Did not Congress give them the authority to
Dr. SCANLON. HCFA does not have that authority with respect

to dialysis facilities. They do have the ability to withhold Medicare
payments when there are problems associated with dialyzer reuse
and they actually are allowed to recoup Medicare payments that
have been made when they are associated with dialyzer reuse.

Senator BREAUX. On your statement on page 4, "Congress au-
thorized HCFA to impose penalties on such facilities."
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Dr. SCANLON. Right. It is in the case of dialyzer reuse and HCFA
has

Senator BREAUX. Only in that case?
Dr. SCANLON. Right. HCFA has said that they find the imposi-

tion of those penalties or the recouping of funds too difficult be-
cause they have to be recouped only for the patients that are af-
fected by the deficient procedures. So we feel-

Senator BREAUX. So we gave them authority to impose penalties
for dialyzer reuse but not for other problems?

Dr. SCANLON. Not for failure to comply with other conditions of
participation; no, Senator.

Senator BREAUX. That is one of the stupidest things we have
done in a while.

The CHAIRMAN. You are right.
Senator BREAUX. We wrote a law that spelled out that we can

impose a penalty for dialyzer reuse but for nothing else that goes
wrong?

Dr. SCANLON. That is correct, Senator. And also with respect to
the Networks, there are provisions where the Networks have some
flexibility in terms of the sanctions that they impose for lesser defi-
ciency, but when a deficiency is serious, only termination is their
option.

Senator BREAUX. It just points out something that I have been
arguing about for a very long time-the ultimate micromanage-
ment of the Medicare program by the Congress, to get down to that
small of an act of Congress for that specific a violation but not to
give someone the authority to look at the whole thing. It boggles
my mind.

So I guess your recommendation is because the penalty is like
the sledgehammer approach, if you are not running a good pro-
gram, the only thing we have the ability to do is withhold certifi-
cation, so it does not occur very much.

Dr. SCANLON. That is correct, Senator. A penalty that is so se-
vere is very rarely going to be imposed and I do not think we would
be comfortable if it was imposed very frequently. Something inter-
mediate creates the incentive to try to avoid the penalty because
you know it is going to be imposed.

Senator BREAUX. OK. Under the current rules and regulations,
131,000 pages under Medicare, do we have to have another act of
Congress to give them the authority to do something short of decer-
tifying a facility?

Dr. SCANLON. I am afraid you do.
The CHAIRMAN. Senator Breaux, that is one of the things that I

think I have concluded, and I am going to come to you and ask you
for your help, what we need to do in that area and I do not know
how difficult it will be to do but I think we need to take a look at
it.

Senator BREAUX. It may be the only Medicare reform we do all
year.

The CHAuuIAN. Well, I support your approach on Medicare re-
form but I do not think we will get there this year, but we will get
there sometime.

Senator BREAUX. How does the penalty provisions for failure to
comply with standards compare in the dialysis facilities to the situ-
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ation with the nursing homes, which this committee has looked at
before, when you find a violation in a nursing home?

Dr. SCANLON. I think the most important difference is the ability
in the nursing home area to impose a monetary penalty. Even
though, as we have talked before in prior hearings, monetary pen-
alties have not been imposed very often in the nursing home area,
part of that was due to some of the administrative difficulties that
HCFA was having in using that sanction.

They have had more resources this year, the ability to use more
administrative law judges, and hopefully some of those administra-
tive problems will be resolved and we will be able to identify
whether or not monetary penalties will be an effective technique in
the nursing home area. But that, I think, is the principal difference
between nursing homes and dialysis facilities.

Senator BREAUX. Tell me, either Mr. Grob or Mr. Scanlon, who
can tell me about the Networks? What are they supposed to do and
how do they work or how are they supposed to work?

Mr. GROB. The Networks actually sponsor a lot of improvement
projects for the facilities in their regions and they also gather clini-
cal and other data to gauge the effectiveness of the operations of
the clinics.

The key thing here is that they do do that and there has been
a set of measures that have been used, for example, to demonstrate
that the cire overall has improved. But what is lacking is that they
do not use that same approach for individual facilities or for indi-
vidual physicians or for the care of an individual patient. And of
those three, probably the individual facility is the key.

So they might be issuing reports that things are going great in
the region but if you wanted to know how a particular facility is
doing, you would have trouble finding that out and there might not
be the goals established for that facility that the facility will be
held to. Yet it should be possible to that. In fact, some have tried
that and it does seem to bring about

Senator BREAUX. Do the people in the Networks work for Medi-
care?

Mr. GROB. The people in the Networks, they are contracted by
Medicare to do the work but they are experts from the dialysis in-
dustry.

Senator BREAUX. Now, do they inspect the facilities or just look
at the overall information coming out of a collective group of facili-
ties?

Mr. GROB. It is more the latter than the former. The inspections
are done by the state survey teams.

Senator BREAUX. Are we duplicating the effort here? Is there not
some way of combining the work that Networks do with inspectors
and have one more efficient operation?

Mr. GROB. That would be the absolute best thing that we could
do. We really think that both approaches, which we have here-you
do have the survey and cert inspections and you do have the Net-
works-they are both good. Either one alone would not be so good
but you have both of them and we think we should do more with
both of them, especially at the individual facility level. There are
some really good opportunities for on-hand cooperation.
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For example, I mentioned the resolution of complaints. It is also
possible to strengthen the way surveys are conducted, by getting
more information from the renal Networks about what is happen-
ing in individual facilities.

There is a lot more that could be done about getting these two
groups working more closely together. They do not overlap what
they do. So if you can get them working more closely together, you
are going to get a better product out of it. It is going to be much
better.

Senator BREAUX. Well, is there any way to compare the state of
this industry, this treatment as far as quality, 10 years ago to what
it is today? Are we better off today with the type of treatment or
are we about the same or are we going in the wrong direction?

Mr. GROB. Overall, I do not think there is any question but that
the efficacy of the treatment has improved. There seems to be no
question about that from the point of view of the clinical guide-
lines.

However, I think from the point of view of the service to the pa-
tient in the facility and the failure to really get control over medi-
cal errors when they occur or complaints when they are registered,
I think that those areas are very deficient.

And I would like to take, if you do not mind, the opportunity to
elaborate on the question you asked about comparison to the nurs-
ing home industry, because I think there are two other differences.

In the nursing home industry, you have the survey and certifi-
cation reviews approximately once a year. There is no timeframe
for these facilities. As we said now, only about half of them get it
even once every 3 years and some even less than once every 6
years.

The other thing is if you wanted to check into a nursing home,
you could go to HCFA's website and they will have a program there
where you can look up any nursing home by name and you can find
out the results of the survey and certifications the last three or
four times they were given but you cannot get that information at
all about any of these ESRD facilities.

Senator BREAux. Oh, we do not have that information on the
website?

Mr. GROB. It is not there.
Senator BREAUX. So you cannot compare them to nursing homes.

Before, you could go off and you can find more information about
a toaster oven than you could about some medical facilities-find
out how often it breaks and how much it costs to repair it and
which ones are reliable and which ones are not. The nursing home
industry now has that, working with HCFA, has put that on the
Internet and made it available to everyone just to be able to check,
and you are saying we do not have that type of system for the dial-
ysis programs?

Mr. GROB. That is exactly right.
The CHAIRMAN. Is the information available so it could be put on

line?
Mr. GROB. There are fewer surveys, so from that point of view,

there is less information. However, these Networks do gather a lot
of information for the regional dialysis facilities, so there is facility-
specific information that is available. In fact, if I may go even fur-
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ther here, the idea would be to use at the facility level some of the
techniques that are being used at the regional level to promote an
improvement in care. Facilities ought to be able to compare how
well they do with respect to other facilities, previous periods of
time, things like that, and other people ought to be able to compare
them and goals ought to be set. And if you did those things, I
think, in connection with strengthening the survey process, I think
it could be done. I think you could see a real improvement here.

The CHAIRMAN. So you think there would be information avail-
able that could be put on line here.

Mr. GROB. Yes.
The CHAIRMAN. And it would be available through an agency

that contracts with Medicare.
Mr. GROB. Yes. Both the surveyors and the networks are contrac-

tors of the Health Care Financing Administration. Now, I think ev-
eryone agrees that the performance measures and the other data
need to be improved and HCFA is planning to do that. I think the
industry recognizes that and has some of its own initiatives.

Senator BREAUX. It is clear, too, and I think the Chairman would
agree with me that if you have that information out there to the
public, it is an incentive to the providers to do a better job.

Mr. GROB. Exactly.
Senator BREAUX. Because they know their record is out there,

like a nursing home's record, with all the good features and all the
negatives. People are going to shop and compare.

Mr. GROB. That's right.
Senator BREAUX. If you have that information out there, there is

going to be a real incentive to make sure we are doing a better job
because we are going to get reported on.

Mr. GROB. Exactly.
Senator BREAUX. What I am hearing then is inadequate suffi-

ciency of inspections and an inadequate range of tools with which
to penalize the operator for deficiencies that need to be addressed.

Mr. GROB. Yes.
Senator BREAUX. Dr. Bays and Mr. Smith, I do not have any

other questions but I would certainly like to thank you very much.
Dr. BAYS. Well, I am on the network and the first thing you have

to realize is that information on networks is voluntarily sent to the
network from the clinics. There is no way that they check the au-
thenticity of the data. I have seen the data and to me, it is a joke.
The way they measure adequacy is also a joke. It is taking their
word for it.

We have the ability now, this electronic age, to get the true data
and get it from the back of the machines. Unfortunately, the net-
work is run by the industry, it is staffed by the industry, has vol-
unteers, and it is like letting the fox watch the henhouse.

We have gone from a mortality rate in the United States of 10
percent to 25 percent. The rest of the civilized world has a mortal-
ity rate of less than 10 percent and those facts speak for them-
selves.

Senator BREAUX. Mr. Smith, do you have a comment?
Mr. SMITH. Senator, I would like to take one step back to the fa-

cility level and the information that is being gathered and reported.
There is absolutely no incentive at the facility level for them to re-
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port mistakes that happen. There is incident report, I think it is
called, that they never write. So the information that they are
going to get is going to be false to begin with.

Senator BREAUX. It is like confession time. They are not going to
confess.

Mr. SMITH. You can gather up all the data about how great the
units are doing when it comes to the patient care relationship be-
cause mistakes are never made or never recorded. They are never
reported.

Senator BREAUX. You know, it is interesting. I was reading about
the numbers in the health care system in the country and we all
think we have the finest in the world. I continue to think we do
but these numbers I saw in one of the magazines just a few min-
utes ago was that $334 is the amount of money spent in the coun-
try of Oman for a person per year on health care and Oman ranks
No. 8 in the world for overall fairness and quality of the health
care.

The United States, on the other hand, spends $3,724 per year
per person on health care and we rank 37th in the world on the
quality of our health care system. So it is not just a question of
spending money. It is a lot more and hopefully we are making
progress.

Thank you very much. I thank the panel.
The CHAIRMAN. I think Dr. Scanlon also wanted to add some-

thing to your last comment, Senator Breaux.
Dr. SCANLON. I just wanted to add that while I agree completely

with the power of information and how we really should be moving
to focus on clinical outcome data, a note of caution in terms of how
long it may take us to get there is also in order. For example, as
we did our work and we looked at the different networks, and we
found extreme variability in terms of both the quantity and quality
of information they were collecting about a facilities performance.

As Mr. Smith has indicated, there are reasons to believe that pa-
tient care information is not always being reported and there are
issues of accuracy of reporting.

As we start to use this information, I think we have to be even
more concerned about errors that may appear in the data and to
have the methods in place to make sure that we have accurate, re-
liable data, and we do not have those today.

So I think while we would like to use patient outcome and clini-
cal data to measure how well a facility is doing, it is going to poten-
tially be a while before we can be there on a national basis.

The CHAIRMAN. I have three questions I want to ask. Let me an-
nounce that Senator Breaux and I may have some questions that
we will submit for answers in writing, but also other members who
could not come may want to do that, as well, so I want to ask you
to do that in 2 weeks.

Dr. Bays, you stated in your testimony that you have concerns
about reuse of dialyzers and you do not reuse them yourself in your
hemodialysis at home. What is your greatest concern about reuse?

Dr. BAYS. Well, the greatest concern-there are several concerns
with it. One of them, a dialyzer is like an oil filter, basically the
same thing as your car. When you have an old oil filter, the thing
that filters out gets stopped up. These little pores in this dialyzer
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get stopped up and the things that you do not get out-you talk
about urea, that is mildly toxic in the body. The beta-2
microglobulins, the phosphorus and other factors are the ones that
should be removed.

Another thing is the chemicals that are used in reuse. The major
one is peracetic acid and if you will look at it, peracetic acid is a
fairly nasty animal. In other words, if you spill some on you the
precautions are that you are supposed to get your clothes off. If you
get some on your shoes, you throw them away. If you inhale it, it
can be fatal.

And this dialyzer is like an old garden sprayer. If you take a gar-
den sprayer and you put some weed killer in it and you rinse it
and you wash it and you do everything you want to it and then you
put some insecticide in it, it will still kill your shrubbery when you
use it.

The CHAIRMAN. Well, that is what is wrong.
Dr. BAYS. That is simply the basic thing there.
Then also, the chemicals change the proteins, the blood that is

in there, and they form toxins. This all documented in the lit-
erature.

The CHAIRMAN. Thank you.
Now I would ask Mr. Smith a question and that is in regard to

your own experience with the effect of your having cardiac arrest
because of high and low potassium levels. I would like to have you
explain what happened to you there and exactly what you and your
family were told at the hospital about the reasons.

Mr. SMITH. Well, I think there were two distinctly different sto-
ries from the providers if I had died and since I lived. I mean if
I would have died, they would have just told them that it was just
simply that this happens in dialysis. This is just part of being a
dialysis patient.

But since I lived, I really was not told anything. I was told I had
low potassium but there was no investigation as to what caused it
that I am aware of, other than my own. And I believe by looking
back at the records like I did and talking with the doctor and going
back over my chemistry through the labs, I pretty much figured out
what had happened.

So again if I can conclude, there are two different stories, one
had I died, and I did not really get much of a story since I lived.

The CHAIRMAN. And my last question, Dr. Bays, is about the part
of your testimony where you told me that the first facility that you
went to, the technicians were "untrained personnel with no medical
background." How could you tell this? But, more importantly, if you
were going to voice a concern or other people voice a concern about
an untrained technician, do patients feel comfortable complaining
about the quality of their care or the people who are working with
them?

Dr. BAYS. The first thing, I did not realize they were untrained
until I went to the second facility and really understood. It was in-
conceivable to me, as a professional man, that a person would be
untrained and unskilled. I knew they were unskilled but it was in-
conceivable to me that-say if you had an accident and you went
in the hospital. You assume in the emergency room that the one
that that is going to put in the catheters and fluids in you is skilled
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in doing it. You just assume this. So you cannot visualize what ex-
ists.

Plus the fact that you have to realize this, and most people do
not understand this, that a person who is very anemic and very
uremic has greatly diminished mental and physical abilities. I
mean your IQ drops down quite drastically.

You go into a dialysis center and just sit back and look at those
patients. They are very lethargic. They really do not have the men-
tal ability-I know this sounds strange to you-to really make in-
telligent decisions. It is only whenever they-it is basically like
concentration camp victims. They are very easy to control and they
do not have the-their main thrust is on keeping alive. I know this
sounds strange to you that this would happen in this country.

The CHAIRMAN. What about patients being willing to complain
about the quality of care that they receive?

Dr. BAYS. Well, there are two things there you have to realize.
You remember if you are on the verge, the end, you realize that
if you miss two or three dialysis treatments, you are going to die.
Plus the fact is just think of somebody there and you do not want
to make them mad because they have this needle as big as a 10-
penny nail; they can make you behave.

I know this may sound strange to you. I know when I was on
a network, they would get these complaints. See, they have to send
in the name and patients would not send in their names because
the first thing a network does is send the name back to the facility
to work it out.

So if you are in a position where you will die if you do not be-
have, then you are going to behave. I do not know if this makes
sense to you or not. Until you are in this position, you really cannot
understand.

The CHAIRMAN. And we appreciate that.
Thank you all very much for your testimony. We appreciate your

cooperation and hopefully Senator Breaux and I will come up with
a program that will help some of these situations not to be re-
peated.

Now I am going to call our second panel of witnesses. We have
Terry Bahr, President of the National Renal Administrators Asso-
ciation. We have Dr. William F. Owen, President of the Renal Phy-
sicians Association. Then we have Dr. Jay Wish, President of the
Forum of End Stage Renal Disease Networks, and Dr. Jeffrey L.
Kang, Health Care Financing Administration.

We will take your testimony in the way that I introduced you,
so that will be my left to my right. Mr. Bahr.
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STATEMENT OF TERRY BARR, PRESIDENT, NATIONAL RENAL
ADMINISTRATORS ASSOCIATION, RESTON, VA

Mr. BAHR. Thank you, Chairman and members of the committee
for allowing us to present testimony.

I am an Administrator from Scripps Dialysis Center. We operate
two freestanding dialysis units in La Jolla, CA. I am also currently
the president of the National Renal Administrators Association. It
is a voluntary organization for professional managers representing
freestanding and hospital-based facilities.

Looking at the ESRD program for almost two decades, Medicare
reimbursement in both real and inflation-adjusted dollars, has been
while dialysis has been improving quality of care to 300,000 pa-
tients. USRDS and HCFA 1999 data demonstrate that dialysis fa-
cilities have been improving mortality, as well as improving ade-
quacy of dialysis and anemia management. These are two key dial-
ysis quality measurements for the ESRD patient.

We strongly believe that dialysis providers are continuing to
make progress in improving quality in our facilities and Medicare
must do a better job of reimbursing dialysis facilities so that we
can continue to improve patient outcomes.

The Medicare Payment Advisory Commission, MedPAC, essen-
tially agrees with NRAA and the renal community. They rec-
ommend HCFA annually review the composite rate paid to dialysis
facilities because only the largest dialysis providers are currently
being reimbursed more than their cost. Further improvements in
quality will entail more resources. This is an intensive process re-
quiring staff to do more patient care services, education and mon-
itoring.

MedPAC would agree that dialysis facilities are about as produc-
tive and efficient as possible. Therefore, it is unrealistic to expect
dialysis facilities to be able to do more at the current Medicare re-
imbursement levels.

Unfortunately, HCFA has no authority to update the annual
composite rate, as it does for all other Medicare providers.

NRAA would urge members of this committee to join Senators
Frist and Conrad in introducing legislation to support MedPAC's
recommendations to increase payments for dialysis facilities by an
additional 1.2 percent in the year 2001 and add an annual in-
crease, inflation adjustment, for the dialysis providers beginning in
2002.

NRAA has supported HCFA in its efforts to improve quality ini-
tiatives, including the current ESRD Clinical Performance Meas-
ures Project. These projects have provided dialysis facilities with
specific data on how well each facility is doing in improving ade-
quacy of dialysis and anemia management. USRDS, funded by
NIH, provides facilities also with specific profiling data for their fa-
cilities.

NRAA would like to suggest several improvements within the
ESRD program. HCFA should do a better job of ensuring state sur-
veyors are well trained understand the dialysis regulations. HCFA
should require greater collaboration between the 18 ESRD Net-
works and the state surveyors. I think we heard about that earlier
today and it is nonexistent in my State of California.
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HCFA should require the state surveyors in general to survey di-
alysis facilities at least every 3 years, taking the limited resources
that are currently available and focusing on facilities who have
lower outcomes or have problems which would free them up to im-
prove those facilities.

There are other ways in which HCFA can help the renal commu-
nity. HCFA should be required to respond in a more timely fashion
to issues that are critical to the industry. An example recently,
HCFA took almost a year to get answers to the renal community
on how to deal with ESRD patients in skilled nursing facilities.
These patients were in the skilled nursing facility, and could not
come to the dialysis unit.

It took 3 years for HCFA to tell us what they would do on reim-
bursement for doppler flow studies. We heard about vascular access
and that is a very key point to dialyzing a patient well. It took 3
years for an answer and the answer was not what we wanted to
hear.

HCFA should allow dialysis providers to utilize and reimburse
new technologies. Instead, it is all considered part of the composite
rate.

HCFA should require better coordination between the different
departments of HCFA. The recent reorganizations, a number of re-
organizations, have left us finding more questions and who to talk
about any specific issue than any answers that have come from
them.

HCFA should be given the authority to require physicians to
physically see their patients at least two times a month in their
unit or in their office. Currently that is not the case.

Having made all of the above recommendations, we would still
say the best way to monitor and improve quality to ESRD patients
in a dialysis facility is to use the existing ESRD network structure
in collaboration with the state inspectors. Dialysis facilities should
have to report data on renal community consensus outcomes to
their network and the networks should have to report specific data
back to the facilities and target the below average facilities for im-
provement. We have found in the renal administrators group that
this type of system works best for turning facilities around.

We have been very supportive of all the quality and continuous
quality programs developed, including DOQI and KDOQI. We con-
tinue to have AAMI reuse of dialyzer regulations, support for their
workshops and meetings and education. And that is the end of my
testimony.

[The prepared statement of Mr. Bahr follows:]



48

NATIONAL RENAL ADMINISmaRTOAS RssociRnoN

Senate Special Committee on Aging

Testimony
of the

National Renal Administrators Association

Presented by
Terry Bahr

President, NRAA

June 26, 2000

11250 Roger Bacon Drive, Suite 8 * Reston, VA 20190-5202 * Phone (703) 437-4377 * Fax (703) 435-4390

E-mail: nrlaonroa.org * w .nraa.org/renal/



49

Good morning Mr. Chairman and Members of the Special Committee on Aging. My name is TerryBahr, and I am the Administrator at Scripps Dialysis Center, which operates -- free-standing for-profit dialysis facilities in LaJolla, California. I am currently the President of the National RenalAdministrators Association (NRAA).

The NRAA is a voluntary organization representing professional managers of dialysis facilities andcenters throughout the United States. We represent free-standing and hospital-based facilities, whichare for-profit and non-profit providers located in urban and rural areas. Our members manageapproximately half of the dialysis units in this country which provide dialysis services to a majorityof Medicare End-Stage Renal Disease (ESRD) patients. The association was founded to provideinformation and education to our members and to work with the Congress, the Administration, andother oversight organizations on the Medicare ESRD program. Our organization is dedicated toproviding quality of care to the ESRD patients in our dialysis facilities in the most cost effectivemanner. The association is also dedicated to educating our membership on complying with all ofMedicare's rules and regulations.

We are delighted to have the opportunity to participate in this important hearing on the MedicareESRD program. Our testimony will focus on: (I) NRAA's position on quality of care provided byMedicare's ESRD program, (2) HCFA's oversight of the program, (3) NRAA's suggestions forimprovements within the ESRD program, and (4) the association's numerous initiatives directed atimproving the quality of care dialysis patients receive.

Medicare ESRD Program Is Successful, Cost Effective and Improving Quality of Care

The Medicare ESRD program has been highly successful in providing access to life sustainingquality care to over 90 percent of individuals with end-stage renal disease in this country. TheInstitute of Medicine, in its landmark study entitled, Kidney Failure and Medicare Program,concluded that, "It (i.e. Medicare's ESRD program) has been remarkably successful in fulfilling itsintended objectives."

This program has also been extremely cost effective as explained in the latest United States RenalData System (USRDS), 1999 Annual Data Report. According to this report, while real Medicarepayments per year for ESRD continue to rise in response to a growing ESRD population, nominalspending per patient per year actually decreased by 0.2% in 1997 and in the past several years therehas been little or no growth in per patient spending.

Despite almost two decades of declining Medicare reimbursement both in real and inflation adjusteddollars, dialysis providers have been improving the quality of care to the estimated 300,000 ESRDMedicare beneficiaries in this country. The USRDS 1999 Annual Data Report demonstrates thatdialysis facilities have been improving mortality rates. Also, the 1999 Annual Report on ESRDClinical Performance Measures Project, published by HCFA, shows steadily improving numberson the adequacy of dialysis and anemia management, two key measures of quality of care fordialysis patients.
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However, the NRAA strongly believes that if dialysis providers are to continue making progress in

improving quality of care in their facilities Medicare.needs to do a better job of reimbursing dialysis

facilities for providing the treatments that lead to improved outcomes.

Need to Include An Annual Inflation Formula to Medicare's Dialysis Payments

The Medicare Payment Assessment Commission (MedPAC) essentially agrees with the NRAA's

and renal coalition's position. MedPAC, in their March 2000 Report to the Congress, recommends

that HCFA annually review the composite rate paid to dialysis facilities because currently all but the

largest dialysis providers are being reimbursed by Medicare at a payment rate that is less than their

costs. Further improvements in quality will entail more resources as improving quality is an

intensive process requiring staffto do more in terms of patient education, monitoring, services and

rehabilitation.

MedPAC would agree that dialysis facilities are about as productive and efficient as possible and

therefore it is unrealistic to expect dialysis facilities to be able to do more at current Medicare

reimbursement levels.

Unfortunately, HCFA has no authority to annually update the composite rate, as it does for all other

Medicare providers. However, Congress could mandate that they be required to do so.

The NRAA would urge members of this committee to join Senators Frist and Conrad, in introducing

legislation to support MedPAC's recommendations to increase payments to dialysis facilities by an

additional 1.2% in 2001 and require HCFA to provide an annual inflation update to dialysis

facilities, beginning in 2002.

HCFA's Oversight of the ESRD Program

The NRAA has supported HCFA's efforts to improve quality through their Continuous Quality

Improvement (CQI) Initiatives, including the National Anemia Study, Core Indicator Study and now

the ESRD Clinical Performance Measures Project. These projects have provided dialysis facilities

specific data on how well each facility is doing in improving the adequacy of dialysis, anemia and

other quality measures. The USRDS, funded by the NIH, also provides facility specific profiling

data. The association believes that these types of profiling data have significantly improved the

quality of care in facilities.

NRAA's Suggestions for Improvements Within the ESRD Program

While the NRAA believes HCFA has made an honest effort to help improve quality of care in

dialysis facilities, the association would like to make the following recommendations for additional

improvements:
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I. HCFA should do a better job of ensuring that the state surveyors are well trained and
understand the dialysis regulations. In some states the surveyors are very knowledgeable
but in others they do not understand the ESRD regulations and as a result sometimes unfairly
cite dialysis facilities because they have misinterpreted the rules. Lack of adequate training
also frequently results in variations and inconsistencies in interpreting the guidelines among
the states which creates unjustified problems for providers with facilities in more than one
state.

2. HCFA should require greater collaboration between the 18 ESRD Networks and state
survey agencies. This would help target the limited resources available to helping problem
dialysis facilities improve the quality of care in their facilities.

3. HCFA should require the state surveyors in general to survey dialysis facilities every
three years. The state agencies should identify problem dialysis facilities and target them
for more frequent inspections. For dialysis facilities that have been found to provide good
quality care, the state surveyors should only conduct brief surveys in the next third year
survey, so that they can spend the bulk of their time on the problem facilities.

There are other ways in which HCFA could assist the renal community in improving quality care.

1. HCFA should be required to respond in a more timely fashion to issues that are critical
to the ESRD industry. For example, it took HCFA well over a year to respond to theassociation's request for guidance and clarification of the rules concerning ESRD Medicare
beneficiaries in skilled nursing facilities (SNFs), due to the implementation of the SNF
prospective payment system. Another example was the renal community's request for
continued separate reimbursement for doppler flow studies. It took HCFA three years from
the time of our first meeting with them on this issue to publish a program memorandum
which we now find unacceptable. The NRAA members have a steady stream of questions
for HCFA on reimbursement issues that directly or indirectly affect quality of care. HCFA
should have to respond to such questions within thirty days rather than the months and
sometimes years before answers are given.

2. HCFA should allow dialysis providers to utilize and be reimbursed for new
technologies instead of continually claiming that they are already included in the
composite rate paid to dialysis facilities. The latest example concerns doppler flow studies,
which are used to measure the dialysis vascular access. If the vascular access is blocked or
in any way narrowed it is very difficult to adequately dialyze a patient. Instead of
establishing a national policy on the medical justification for separate reimbursement for
doppler flow studies, HCFA is leaving it up to each local fiscal intermediary, according totheir Program Memorandum Transmittal AB-00-44. As a result, some patients' care will becompromised because the local intermediary has not made a decision on when or if
reimbursement will be made. Dialysis facilities cannot afford to provide this service without
separate reimbursement given that the composite rate paid to dialysis facilities has essentially
been frozen for the past two decades.
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3. Require better coordination between the different departments of HCFA that handle

ESRD issues. The latest reorganizations have resulted in such fragmentation that it is very

difficult to know who in HCFA is handling an issue and to get all the necessary players at

HCFA to coordinate their policies. This fragmentation has also led to confusion and lack of

clarification on what Medicare's rules are which in turn means that dialysis facilities have

to spend too much time on administrative issues which detracts from their time spent on

improving quality of care.

4. HCFA should be given the authority to require physicians to physically see their

patients at least two times a month in the dialysis unit or in their offices. Physicians

should also be required to participate in patient care planning on a monthly basis for unstable

patients and every six months on stable patients in order to qualify for their monthly

capitation fee.

Having made the above recommendations, the NRAA would still say that the best way to

monitor and improve quality of care of ESRD patients in dialysis facilities is to utilize the

existing ESRD Network structure. Dialysis facilities should have to report data on renal

community consensus outcome measures to their Network and the Networks should work with

facilities that are below the average for their area, state or nationally to improve the care their

patients receive. Renal administrators have found that this system works best in turning

problem facilities into facilities that provide their patients with first rate care.

NRAA's Initiatives to Improve Quality of Care for Dialysis Patients

The NRAA has taken many steps since the inception of the association to improve the quality of care

in dialysis facilities. First, the NRAA has worked with other organizations in the renal

community to reach consensus on how to improve quality of care by establishing quality

measurement guidelines. The best examples of this are the establishment of the Dialysis Outcome

Quality Initiatives known as DOQI and KDOQI, which spell out for the first time guidelines for

measuring adequacy of dialysis, and establishes other outcome measure guidelines. NRAA not only

participated in the development of these outcome measures but has had several speakers at spring

and annual meetings educate renal administrators on how to implement these outcome guidelines.

Secondly, the NRAA allots considerable time at each spring and annual conference to having

a variety of experts educate the membership on the newest quality standards. For example,

when new water quality standards are established by the American Association of Medical

Instrumentation (AAMI), the NRAA had someone from the organization speak about the new

standards. The association has also helped sponsor AAMI workshops on water quality standards for

dialysis facilities. The association also regularly has experts talk about re-use of dialyzers and one

of our members has begun the first partnership with a company to centralize the cleaning and

sterilizing of re-used dialyzers which is hoped will prove to be a cost effective and quality enhancing

program for re-using dialyzers. Another NRAA member is currently participating in a research

project on re-use.

4
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Thirdly, as compliance with Medicare's numerous and complex rules is another key to
improving quality of care, the NRAA undertook to develop a compliance manual for dialysis
facilities. The association is now selling its compliance manual to administrators and others in the
renal community and has held two compliance workshops, with more to follow.

Fourthly, the association has helped improved cost data collection. The NRAA has also had a
long standing interest in improving the data supplied on Medicare cost reports and annually holds
cost report workshops. The NRAA has been credited by MedPAC with improving the quality of
data reported on cost reports. This is important because without accurate cost data, policy makers
cannot make good recommendations on adequate reimbursement for dialysis care. Without adequate
reimbursement dialysis facilities cannot continue to improve quality of care for their patients.

Conclusion

Again, the association thanks the committee for the opportunity to present our recommendations for
improving quality of care in dialysis facilities and HCFA's oversight of the ESRD program. I would
like to conclude by stressing to the committee that without adequate funding of dialysis facilities,
providers cannot continue to improve outcomes and reduce mortality rates, which are the true
measures of quality of care for ESRD patients. The NRAA urges the members of this committee
to join with Senators Frist and Conrad in support of an annual inflation update being added to
Medicare's reimbursement for dialysis facilities to help achieve this goal. At this time I would be
pleased to answer any questions that you might have.

5
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The CHAIRMAN. Thank you, Mr. Bahr.
Now Dr. Owen.

STATEMENT OF WILLIAM F. OWEN, JR., M.D., PRESIDENT-
ELECT, RENAL PHYSICIANS ASSOCIATION, ROCKVILLE, MD

Dr. OWEN. Senators, good afternoon. I am Dr. William Owen, Jr.
I am president-elect of the Renal Physicians Association. The RPA
is the national representative for physicians engaged in the study
and management of patients with renal disease and our goal is to
ensure optimal care under the highest standards of medical prac-
tice. I am a nephrologist in Durham, NC and the Director of Duke
Institute of Renal Outcomes Research and Health Policy. Thank
you for allowing our participation in these hearings to identify op-
portunities to enhance patients outcomes and satisfaction through
improved oversight, accountability and quality of care in the end
stage renal disease program.

The RPA has long supported appropriate oversight and account-
ability of providers, nephrologists and allied health professionals
and payers of ESRD services in the context of quality of patient
services. The RPA views the routine measurement of clinical out-
comes as the infrastructure of quality. These outcomes should be
tied to achievable expectations of performance that have the poten-
tial to enhance the quality and quantity of patients' lives and meet
their physical and emotional needs. All this should be achieved, of
course, recognizing fiduciary responsibility to the payers of the End
Stage Renal Disease Program.

Examples of the RPA's commitment to quality of dialysis services
includes our development and dissemination of clinical practice
guidelines for nephrologists, dialysis units and patients. We were
the first to offer minimum standards for the amount of hemo-
dialysis and expanded these, offering best practices for dialyzer
reuse. Moreover, the RPA assumed a substantial partnership role
with the Health Care Financing Administration in translating the
guidelines into national performance measures. Recognizing an op-
portunity to expand health literacy for patients and providers, the
RPA developed a sentinel practice guideline offering guidance for
both and shared decisionmaking about initiating and discontinuing
dialysis.

Other relevant initiatives include the development and. distribu-
tion of recommendations for the minimum frequency of physician
visits to a dialysis unit, a description of the scope of work for a di-
alysis unit's medical director, and a documentation tool for fulfill-
ment of the scope of work under the nephrologist's monthly
capitated payment.

The RPA has developed and distributed position papers on mul-
tiple topics, including end stage renal disease patient protections in
managed care organizations, in which safeguards for this vulner-
able patient population are articulated; support for the exclusion of
end stage renal disease patients from managed care plans until
greater patient protection is implemented and the AAPCC is ad-
justed and principles for dialysis unit accreditation and certifi-
cation that urge review at a regular frequency and that focus on
patient outcomes, rather than simple operational processes.
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The RPA has taken the lead in organizing dialysis stakeholders
to develop interventions to enhance ESRD patient safety. Also, the
RPA has taken a proactive position to minimize racial inequity in
the ESRD program by sending a letter to all our members remind-
ing them to meet patients' reasonable expectations for renal trans-
plantation. Last, the RPA supports efforts by other societies to de-
velop minimum uniform criteria for staff training and credentialing
in dialysis units.

The RPA feels that the 18 End Stage Renal Disease Networks
are the best equipped to serve as our public quality oversight part-
ner. The RPA favors the Networks first, because of their greater
depth of experience in quality oversight for ESRD patients; second,
the multidisciplinary leadership of nephrologists, nurses, social
workers, nutritionists and patients; and last, a regional organiza-
tion that recognizes geographic variations in care and oversight.

The RPA acknowledges HCFA's quality oversight role but feels
that its size and fiduciary mission may complicate quality improve-
ment strategies. Similarly, state health departments have substan-
tial competing tasks that confound their role.

Although the RPA favors the ESRD Networks for quality over-
sight, we recognize opportunities to improve their quality manage-
ment.

The principles of our recommendations are first, that perform-
ance measures for providers and physicians should be actionable
and linked to patient outcomes. Second, the performance of
nephrologists and individual dialysis units should be routinely
monitored. Third, minimum levels of performance should be de-
fined and monitored using quality assurance strategies and
achievement above these minimum benchmarks facilitated using
continuous quality improvement methods.

Fourth, accountability should be maintained and demanded.
Fifth, outcomes should be compared between providers and appro-
priate results should be offered to patients. Six, greater coordina-
tion of efforts between oversight agencies is needed. And last, ade-
quate funding is needed to support all of these activities.

To minimize interpretive vagaries and enforce durable improve-
ment, the RPA feels that these principles are best realized as a leg-
islative mandate, such as our ESRD continuous quality improve-
ment legislative proposal.

Again we thank the Special Committee on Aging for this oppor-
tunity to offer our approach for improving patient outcomes within
the ESRD program. We look forward to being a continued resource
to you and to this Congress. Thank you.

[The prepared statement of Dr. Owen follows:]
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Testimony before the Senate Special Committee on Aging

On Medicare's End Stage Renal Disease Program

Submitted by the Renal Physicians Association

June 26,2000

The RPA is the national representative for physicians engaged in the study and management
of patients with renal disease, and our goal is to ensure optimal care under the highest

standards of medical practice. RPA appreciates the opportunity to provide written testimony
to the Special Committee on Aging, and our organization is available as a resource to
Committee as it continues its review of the quality of care provided to the nation's End Stage

Renal Disease (ESRD) patients. RPA's testimony will discuss our positions on the issues
raised by the Committee in its request for input, primarily focusing on regulatory oversight of

the ESRD program, and in the context of those positions will offer recommendations for
improvement where appropriate.

Overview and History

The RPA has long supported appropriate oversight and accountability of providers,
nephrologists, allied health professionals, and payers of ESRD services in the context of

quality of patient services. The RPA views the routine measurement of clinical outcomes as
the infrastructure of quality. These outcomes should be tied to achievable expectations of

performance that have the potential to enhance the quality and quantity of patients' lives and
meet their physical and emotional needs. All this should be achieved recognizing fiduciary
responsibility to the payers of the ESRD Program.

Examples of the RPA's commitment to quality of dialysis services includes our development
and dissemination of clinical.practice guidelines for nephrologists, dialysis units, and
patients. We were the first to offer minimum standards for the amount of hemodialysis and

expanded these offering best practices for dialyzer reuse. Moreover, the RPA assumed a

substantial partnership role with HCFA in translating the guidelines into national
performance measures. Recognizing an opportunity to expand health literacy, the RPA
developed a sentinel practice guideline offering guidance for shared decision making about
initiating and discontinuing dialysis. Other relevant initiatives include the development and
distribution of recommendations for the minimum frequency of physician visits to the

dialysis unit, a description of the scope of work for a dialysis unit medical director, and a
documentation tool for fulfillment of the scope of work under the nephrologist's monthly
capitated payment We would be pleased to provide any of these documents at the
Committee's request.
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RPA Positions on Quality Oversight and Improvement

Regarding the specific issues under review by the Special Committee, the RPA has
developed and distributed position papers on the following topics in recent years: 1) ESRD
patient protection in managed care organizations in which safeguards for this vulnerable
patient population are articulated, 2) support for the exclusion of ESRD patients from
managed care plans until greater patient protection is implemented and the AAPCC is
adjusted, and 3) principles for dialysis unit accreditation and certification that urge review at
regular frequencies and that focus on patients' outcomes, rather than operational processes.
The principal thrusts of these three positions are summarized as follows, and the complete
documents are appended to this testimony:

ESRD Patient Protections in Managed Care -RPA believes that in order to protect the rapidly
expanding managed care population in the United States, particularly vulnerable sub-groups
such as those with ESRD, legislation establishing patient protections must be enacted. At a
minimum, patient protection legislation should include provisions ensuring access to
specialty care, use of reasonable criteria for utilizing emergency services, confidentiality of
medical records, and protection for providers against interference with medical
communications and improper incentives. Foremost, the system must define and evaluate
processes of enrollment and care where the patient and family understand the ramifications of
a particular decision. RPA acknowledges that when cautiously and appropriately
administered, managed care can provide enhanced efficiencies of care delivery. However,
patients often get lost in the fray of efficiency and fall victim to a well-intended but flawed
system. The physician must remain the patient's advocate in an increasingly sophisticated
system. Early prevention can often save both costs and morbidity. For chronically ill patient
populations such as those with ESRD or those with conditions that are often precursors toESRD such as diabetes and hypertension, the limitations inherently present in managed care
can have a tangibly negative effect, including reduced quality or loss of life.

ESRD Patient Participation in Managed Care Plans - Currently, RPA opposes a repeal of
Section 1876 of the Social Security Act, which specifically prohibits Medicare ESRD
beneficiaries from participating in managed care plans. However, the issue of ESRD patient
participation in managed care plans has recently come under increased scrutiny, and therefore
RPA believes this subject merits reevaluation. In order for ESRD patients to safely
participate in managed care plans, the RPA believes that: (I) A quality oversight program
must be implemented that includes continuous quality improvement methodologies such asclinical practice guidelines, clinical performance measures, and integrated information
systems. Quality improvement processes should encompass the current ESRD Network
system and should focus on actual implementation of CQI methodologies at both the
Network level and the facility level. A national committee should be established to oversee
these CQI efforts. Legislative proposals should include emphasis on patient surveys and
outline the critical success factors needed for Ql implementation at the network and dialysis
facility level; (2) Modification of the AAPCC must occur first as many of the other

2
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difficulties occurring in Medicare managed care flow from inadequate reimbursement for

these groups of patients. Appropriate adjustment for case-mix variability that provides

sufficient reimbursement for both complex and relatively stable ESRD patients will allow the

sponsors of these delivery systems to provide an expanded level of benefits to vulnerable

patients while maintaining fiscal viability; and (3) Any legislative proposal to repeal the 1876

prohibition must be delayed for a minimum of two years to allow for full implementation of

the CQI oversight program and modification of the AAPCC. In the event that.the CQI and

AAPCC proposals are not implemented, the ban must not be repealed.

Improving the Dialysis Facility Accreditation and Certification Process -The RPA supports

the accreditation, certification and licensure of dialysis facilities as a visible means of

ensuring accountability, and in order to accomplish these functions appropriately, increased

federal funding is necessary. The RPA believes that an appropriate accreditation and

certification system will emphasize use of evidence-based quality improvement

methodologies that use outcomes data to enhance facility processes. Within the current

governmental framework exist several alternative solutions with the potential to improve the

outlook for dialysis facility accreditation. One possibility involves legislative modification of

the statutes that govern certification of facilities providing services to Medicare beneficiaries.

By adding dialysis facilities to the list of provider types for whom certification is statutorily

required (currently nursing homes and home health agencies), ESRD facilities would be

assured that their certification surveys and re-inspections would both occur within a defined

timeframe. Considering the highly vulnerable nature of the patient population being served

by these facilities, and the potential therapeutic and economic benefits of improving care to

these individuals, enactment of legislation expanding the list of Medicare providers requiring

timely certification appears to be a reasonable and cost-efficient method of improving

dialysis facility accreditation. The ESRD Network organizations offer another avenue for

improving dialysis facility accreditation using an existing governmental agency. By

providing deeming authority for certification to the Networks, HCFA would be engaging

organizations that are already in contact with the nation's dialysis providers and already

heavily involved in the business of improving the quality of care to ESRD patients. The

territorial orientation of the network system would easily allow for consideration of regional

differences as necessary. As the Networks already serve a vital role as a catalyst for

improvement for the nation's dialysis facilities, providing deeming authority to these entities

would seem to be a natural extension of their current mission. The Networks are responsible

for ensuring the most efficient use of Medicare dollars for dialysis treatment and kidney

transplantation through monitoring quality of care indicators and maintaining timely,

complete data on the ESRD program.

For these reasons, the RPA feels that the eighteen ESRD Networks are best equipped to serve

as our public, quality oversight partner. In summary, we favor the ESRD Networks because

of their: 1) greater depth of experience in quality oversight for ESRD patients, 2)

multidisciplinary leadership of nephrologists, nurses, social workers, nutritionists, and

patients, and 3) regional organization that recognizes geographic variations in care and

oversight. The RPA acknowledges HCFA's quality oversight role, but feels that its size and
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fiduciary mission may complicate quality improvement strategies. Similarly, state health
departments have substantial competing tasks that confound their role.

Recommendations

Although the RPA favors the ESRD Networks for quality oversight, we recognize
opportunities to improve their quality management, and have accordingly developed
the following recommendations for enhancement of the quality of delivered ESRD care.
To minimize interpretive vagaries and enforce durable improvement, the RPA feels that
these recommendations are best realized as a legislative mandate, such as our ESRD
Continuous Quality Improvement legislative proposal.

1) Performance measures for providers and physicians should be actionable and
linked to patients' outcomes.

2) Performance of nephrologists and individual dialysis units should be routinely
monitored.

3) Minimum levels of performance should be defined and monitored using quality
assurance strategies, and achievement above these minimum benchmarks facilitated
using continuous quality improvement methods.

4) Accountability should be maintained and demanded.

5) Outcomes should be compared between providers, and appropriate results should
be offered to patients.

6) Greater coordination of efforts between oversight agencies is needed.

7) Adequate federal funding is needed for these activities.

Conclusion

The RPA commends the Special Committee on Aging for addressing issues surrounding the
quality of care delivered to the nation's ESRD patients. We appreciate the opportunity to
provide input to your efforts, and look forward to working collaboratively with the Congress
to advance the goal of continuous quality improvement in the ESRD program.

4
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APPENDIX A

Adopted by the RPA/ASN Board of Directors, 1/23/99

RPA/ASN POSITION
ON ESRD PATIENT PROTECTIONS

EXECUTIVE SUMMARY

RPA/ASN believe that in order to protect the rapidly expanding managed care population in the

United States, legislation establishing patient protections must be enacted. At a minimum, patient

protection legislation should include provisions ensuring access to specialty care, use of reasonable

criteria for utilizing emergency services, confidentiality of medical records, and protection for

providers against interference with medical communications and improper incentives. Foremost, the

system must define and evaluate processes of enrollment and care where the patient and family

understand the ramifications of a particular decision Meaningful legislation should also include well-

defined processes for quality improvement, information dissemination, and grievance resolution,

protections against provider deselection, and out-of-network access, or Point-of Service (POS).

BACKGROUND

If the managed care population in the United States maintains a steady rate of growth into the next

millennium as expected, it will become increasingly important that meaningful patient protections are

put into place to ensure that patient health outcomes are not adversely affected by sometimes

troubling managed care strategies. Recent studies indicate that while fewer than one in seven

Americans with private insurance were insured by a managed care organization (MCO) less than ten

years ago, today nearly three of every four Americans with private insurance are enrolled in some

form of managed care. Including Medicaid and Medicare beneficiaries, there are now more than 140

million Americans covered by managed care.

RPA/ASN acknowledges that when cautiously and appropriately administered, managed care can

provide enhanced efficiencies of care delivery. However, patients oftentimes get lost in the fray of

efficiency and fadl victim to a well-intended but flawed system. The physician must remain the

patient's advocate in an increasingly sophisticated system. Early prevention can often save both costs

and morbidity. For chronically ill patient populations such as those with End-Stage Renal Disease

(ESRD) or those with conditions that are often precursors to ESRD such as diabetes and

hypertension, the limitations inherently present in managed care can have a tangibly negative effect,

including reduced quality or loss of life.

As Congress looks to address the shortcomings of managed care, we believe that certain patient

protection principles of fundamental importance must be included as part of any legislative effort to

reform the managed care industry. At a minimum, patient protection legislation should include

provisions ensuring access to specialty care, use of reasonable criteria for utilizing emergency

services, confidentiality of medical records, and protection for providers against interference with

medical communications and improper incentives. Other critical success factors include well-defined

processes for quality improvement, information dissemination, and grievance resolution, protections

against provider deselection, and out-of-network access, or Point-of Service (POS). RPA/ASN
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believes that patient welfare and the right of physicians to provide optimal care must remain
paramount within any legislative vehicle. Any compromise of those principles is unacceptable.

NECESSARY PATIENT PROTECTIONS

Access to Specialty Care

One of the most fundamental components of any managed care plan should be a guarantee of the
patient's right to see a specialist with the training and experience to diagnose and manage a patient's
specific medical needs. If a plan does not have an appropriate specialist in the network, it should
provide for an outside referral to such a specialist, at no additional cost to the patient. The cost of
delayed care may ultimately be greater than prompt care

A common complaint with managed care organizations is that patients must make multiple requests
for a referral before seeing a specialist As a result, it can sometimes take months before an
appropriate treatment plan is set in place. For patients with chronic conditions, the inability to provide
timely referrals and treatment can have ramifications that last a lifetime. Such managed care policies
governing access to specialty care have critical consequences for pre-ESRD and ESRD patients.
Delays in the scheduling of diagnostic testing and late referrals may increase the rate of progression
to chronic renal failure requiring dialysis and transplantation for patient survival. These delays can
potentially become life-threatening. Late presentation of a patient with renal insufficiency restricts
the nephrologists' ability to stabilize the patient's condition and provide an optimal level of care,
which can delay the need for dialytic intervention or transplantation.

Similarly, because managed care organizations tend to contract with a limited number of physicians
to provide dialysis, there would likely be a corresponding decrease in the number of dialysis facilities
available to the patient for his or her dialysis treatments. Easy access to these facilities is critical to
the successful treatment of the ESRiD patient, who is often too sick to travel great distances. ESRD
patients are inherently different from other health plan enrollees. Because of the life-threatening
nature of their disease, ESRD patients can not be treated in the same manner as other managed care
enrollees who are healthier and not in onstant need of a physician's care. Itseems doubtful that
large health plans would take this geographic factor into account when enrolling physicians in their
dialysis panels.

Therefore, RPA/ASN believes that enrollees with life-threatening, chronic, degenerative or other
serious conditions that require specialized care should be provided access to an appropriate specialist
or sub-specialist capable of providing quality care for that condition. If aplan does not have a
participating specialist for a condition covered under the plan, the plan must refer the patient to a non-
participating specialist at no additional cost Should an enrollee have a chronic illness that requires
specialty care over a long period of time, the specialist must be allowed to become the enrollee's
principal care provider, thus eliminating unnecessary referrals. MCOs should have a procedure to
allow individuals with serious illnesses and ongoing needs for specialty care to receive that care from
a specialist - one who will coordinate all care for that individual.

Emergency Services

Coverage of emergency care services should be based on a "prudent layperson" standard. Simply
put, use of a 'prudent layperson" standard would prevent the insurer, regardless of diagnosis, from
denying coverage for emergency care if a "prudent iayperson" would have considered the symptoms

65-918 2000-3
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life-threatenming. This "prudent layperson" standard would prevent insurers from utilizing narrowly
defined categories of diagnoses when providing coverage for emergency services, and thus enable a
person with an average knowledge of health and medicine to seek emergency treatment when they
have a condition believed to be life-threatening.

Whdie many managed care organizations may oppose the use of a broader definition of emergency
care, implementation of a "prudent layperson" standard would encourage patients experiencing life-
threatening symptoms to seek diagnosis and treatment when they might otherwise resist doing so for
fear of incurring a substantial medical bill. As a result, physicians and other health care professionals
would be able to treat these conditions before more serious and costly interventions are necessary.

Psotecton of Providers against Interfrivece with Medlea Communications
And Improper Ineantlves

RPA/ASN firmly believes that no health plan should in any way interfere with oral and written
communication between the physician and the patient. This is particularly important in the case of
medical treatments that may be available for certain conditions but are expensive, require new
technologies, or not regularly approved by the plan. Such protected communications should include
the discussion of the patient's health status, medical care, or treatment options, provisions of the
plan's utilization review requirements, or discussion of any financial incentives that may affect the
treatment of the enrollee. Such prohibitions of physician-patient communications, commonly known
as a "gag clauses" serve no purpose in achieving optimal health care outcomes.

Similarly, RPA/ASN believes that any patient protection legislation must include a provision
prohibiting financial relationships between the insurer and the health care professional that may act as
an inducement to reduce or limit medically necessary care provided to the patient A health plan's use
of financial incentives to promote efficient health carm delivery via controlled utilization must not
result in the withholding of medically necessary care. All medically appropriate therapeutic and
diagnostic alternatives must be presented as options in keeping with the physician's primary role as
patient advocate. We believe that any financial arrangement that furnishes a disincentive for
providing the highest quality should be eliminated

Quality Impommen-t

Managed care plans should be required to establish and maintain programs to monitor the quality of
health care provided, especially with regard to at-risk or chronically ill patient populations, such as
those with ESRD. Such a quality improvement program should use data based on both performance
and patient outcomes. Plans should report certain standard information to state agencies and the
public with accordance with uniform standards. This information should include at a minimum:
utilization data, demographic data, morbidity and mortality rates, disenrollment statistics and
satisfaction surveys, and quality indicators.

Under the ESRD program, the ESRD Network Organization and the United States Renal Data System
(USRDS) exist to oversee the quality of care provided to ESRD patients and these groupa work to
improve health care outcomes. Under a system fueled mainly by MCOs, maintenance of such an
effective oversight program may be problematic. Quality improvement ystemns are critical to the
proper delivery of dialysis care. Managed care organizations may have neither the capabilities nor
the disposition to provide the intenaive quality agenda already being pursued by the ESRD program.

7
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RPA/ASN believe that ideally a quality improvement process should be reiterative, with results

funneled back to providers of service to facilitate enhanced performance. Such a reiterative process

that recycles outcomes data back to providers of service would encourage renewed assessments of

performance benchmarks, and thus foster continuous quality improvement

Information Dissemination and Confidentiality Concerns

It is the opinion of the RPAJASN that legislation enacted to provide patient protections must establish

minimum requirements for information dissemination by health plans to enrollees. This information

must address issues such as patient rights, restrictions on payments, restrictions on access to

specialists, out-of-area coverage, emergency services, premiums, benefits, treatment options, covered

services, patient satisfaction, grievance procedures and the results of appeals. Additionally, insurers

should be required to disseminate that information in easily understood terms so that their patients

can compare the different plans and make informed choices that fits their individual needs. The

purpose of such information is to facilitate the beneficiary's choice of insurer.

We also believe that in addition to the information outlined above, plans should also be required to

provide procedura advice concerning cost-sharing requirements, how to obtain authorization for

services, and how to get referrals to providers who may not be in the network. In other words,

patients ought to have enough information at their fingertips to navigate the system without

fnustraticn and failure.

While RPA/ASN firmly supports dissemination of health plan information, we also believe that the

implementation of procedures to safeguard the confidentiality of individually identifiable medical

records Tepesents a fundamentally important component of any patient bill of rights. While it is our

understanding that concerns have been raised in the medical research community over the potentially

dampening effect confidentiality provisions may have on research, we do not believe that these

perceived competing concerns are impossible to adjudicate. Therefore, we are of the opinion that

confidentiality policies compliant with all state and Federal requirements regarding medical record

privacy should be included in any patient protection legislation.

Out of Network Access/Point of Service Option

In order to ensure that patients are able to receive care commensurate to their need, health plans

which at the time of enrolhment restrict the choice of health care professionals must establish a

mechanism to allow patients to go out-of-network for treatment. Such a mechanism, often known as

a point of service (POS) option, ensures that the plan have an option for the enrollee to receive

benefits by a nonparticipating health care professional for an additional reasonable premium

The presence of such a vehicle providing out-of-network access can be especially crucial to achieving

positive health outcomes for chronically ill patient populations. For those patients with chronic,

degenerative diseases such as arthritis, diabetes or ESRD, the importance of maintaining continuity of

care with the subspecialist who is not only trained to treat their condition in general but is also

specifically familiar with the patient's personal history cannot be overestimated.

Provider Selection and Due Process

'RPA/ASN believe that health plans should be required to establish protocols that address provider

selection and allow for due process for health care professionals terminated from network
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participation. Such provisions would prohibit discrimination against providers when selecting for a
network, set forth procedures for reasonable notice of termination, allow for review of the
information leading to the termination, and outline rights of appeal for such terminated participants.

As with several of the other patient protection principles addressed above, this issue can be of
particular significance to nephrologists, who treat what is arguably the sickest patient population in
the Medicare universe. In addition to the high risk and high cost of treating ESRD patients, patient
compliance is an important a success factor in treating ESRD. The nephrologist's ability to affect a
positive result is highly contingent upon the patient's cooperation. The confluence of these
circumstances could foster an environment where subspecialists treating chronically ill patients
would be subject to deselection.

Grievance Procedures

RPA/ASN believe that insurers must establish meaningful internal and external grievance procedures
to act as a final "backstop" in ensuring adequate patient protections. Internally, procedures should
establish the patient's right to appeal denials of care and to voice concerns regarding the health plan,
and should require the plan to have appeals heard in a timely manner by appropriately credentialed
individuals. Externally, for cases of sufficient seriousness or beyond an established monetary
threshold, individuals must have access to an external, independent body with the capability and
authority to resolve such grievances. Such a body for ESRD patients must include nephrologists.

Under current law enrollees are allowed to appeal their health plan's decision with regard only to the
denial of care through an internal process. Such a system gives the insurer the right to decide what
care should or should not be provided. We believe that a more appropriate process of appeal would
address all aspects of the plan's services, including complaints regarding the quality of care, choice
and accessibility of providers, and network adequacy. A two-stage appeal process should be
implemented, with requirements initially for a review panel of non-involved providers, and an
independent body in the second phase. A written explanation of each phase must be provided and
timely decisions are required.
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RECOMMENDATIONS

I. RPA/ASN's firmly believes that purposeful reform of the managed care industry is necessary
to protect the exponentially growing number of participants in managed care plans, especially
those with chronic illnesses such as ESRD.

2. RPA/ASN believe that legislation in this area that addresses the following fundamental issues
will accomplish such reform.

* Access to Specialty Care - RPA/ASN believes that enrollees with life-threatening,
chronic, degenerative or other serious conditions that require specialized care should be
provided access to an appropriate specialist capable or providing quality care for that
condition. Frequently, patients in managed care must make multiple requests before
seeing a specialist For patients with chronic conditions, the inability to provides timely
referrals and treatment can have ramifications that last a lifetime, particularly for pre-
ESRD and ESRD patients. Delays in the scheduling or diagnostic testing and late
referrals may increase the rate of progression to chronic renal failure requiring dialysis
and transplantation for patient survival. These delays can be potentially life-threatening.

* Emergency Services - Coverage for care should be based on a "prudent layperson"
standard. The use of a "prudent layperson" standard would prevent the insurer,
regardless of diagnosis, from denying coverage of emergency care if a "prudent
layperson" would have considered the symptoms life-threatening.

* Protection of Providers against Interference with Medical Communications and
Improper Incentives - RPA/ASN firmly believes that no health plan should interfere
with oral and written communication between the physician and the patient. Such
protected communications should include the discussion of the patient's health status,
medical care, or treatment options, provisions of the plans utilization review
requirements, or discussion of any financial incentives that may affect the treatment of
the enrollee. Similarly, patient protection legislation must include a provision prohibiting
financial relationships between the insurer and the health care professional that may act
as an inducement to reduce or limit medically necessary care provided to the patient.

* Quality Improvement - Managed care plans should be required to establish and
maintain programs to monitor the quality of health care provided, especially with regard
to at-risk or chronically ill patient populations, such as those with ESRD. Quality
improvement programs should use data based on both performance and patient outcomes.

* Information Dissemination and Confidentiality Concerns - Patient protections
legislation must establish minimum requirements for information dissemination by health
plans to enrollees. Information must address issues such as patient rights, restrictions on
payments, treatment options, restrictions on access to specialists, out-of-area coverage,
emergency services, premiums, benefits, covered services, patient satisfaction, grievance
procedures, and the results of appeals.

* Out of Network Access/Point of Service Options - Health plans which at the time of
enrollment restrict the choice of health care professionals must establish a point of
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service (POS) option, a mechanism to allow patients to go out-of-network for treatmera
The presence of such a vehicle providing out-of-network access can be especially crucial
to achieving positive health outcomes for chronically ill patients such as those suffering
from ESRD. The importance of maintaining continuity of care with the subspecialist
who is not only trained to treat their condition in general but is also specifically familiar
with the patient's personal history cannot be overestimated.

* Provider Selection and Due Proces. - Health plans should be required to establish
protocols addressing provider selection and allow for due process for health care
professionals tenrinated from network participation. Such provisions would prohibit
discrimination against providers when selecting for a network, set forth procedures for
reasonable notice of termination, allow for review of the information leading to
termination, and outline rights of appeal for such terminated participants.

* Grievance Procedum - Insurers must establish internal and external grievance
procedures to ensure adequate patient protections. Internally, procedures should
establish the patient's right to appeal denials of care and to voice concerns regarding the
health plan, and should require the plan to have appeals heard in a timely manner by
appropriately credentialed individuals. Externally, for cases of sufficient seriousness or
beyond an established monetary threshold, individuals must have access to an external,
independent body with the capability and authority to resolve such grievances.

Congress should maintain passage of patient protection legislation as its highest priority.

II
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APPENDIX B

RPA Principles on ESRD Patient Participation in Managed Care

RPA opposes a repeal of Section 1876 of the Social Security Act, which specifically prohibits
Medicare ESRD beneficiaries from participating in managed care plans. The issue of ESRD patient
participation in managed care plans has recently come under increased scrutiny, and therefore RPA
believes this subject merits reevaluation. Results of recent studies conducted by HCFA, while still
awaiting rigorous validation, fail to confirm that ESRD patients would experience adverse outcomes
in managed care delivery systems. Other relevant literature indicates that vulnerable patient groups
such as those with ESRD would require special treatment in managed care settings. This divergence
of data demonstrates a need for further study of these issues.

As noted in the RPA/ASN Position Paper on "Managed Care and Nephrology", legislative proposals
that focus on the subject of allowing ESRD patients to enter managed care environments must
address the following issues:

I. A quality oversight program must be implemented that includes continuous quality improvement
methodologies such as clinical practice guidelines, clinical performance measures, and integrated
information systems. Quality improvement processes should encompass the current ESRD
Network system and should focus on actual implementation of CQI methodologies at both the
Network level and the facility level. A national committee should be established to oversee these
CQI efforts. Legislative proposals should include emphasis on patient surveys and outline the
critical success factors needed for Ql implementation at the network and dialysis facility level.

2. Public and private sector funding must -be obtained to support this initiative, including
contributions from private plans covering ESRD patients during their 30 month waiting period
for entrance into the Medicare ESRD program, and contributions to Network activities by the
Medicaid program.

3. ESRD patients must have access to the level of specialty care necessary to treat their condition.

4. ESRD patients must be afforded the following protections if and when they are allowed to enter
managed care: a. receive easy to understand marketing information; b. receive information on
plan enrollment and disenrollment; c. access to a prudent layperson standard for emergency
medical care; and d. access to an efficient and effective appeals process.

5. Modification of the AAPCC must occur first as many of the other difficulties occurring in
Medicare managed care flow from inadequate reimbursement for these groups of patients.
Appropriate adjustment for case-mix variability that provides sufficient reimbursement for both
complex and relatively stable ESRD patients will allow the sponsors of these delivery systems to
provide an expanded level of benefits to vulnerable patients while maintaining fiscal viability.
RPA suggests including an analysis of the potential impact of AAPCC changes with specific
emphasis on determining what level of risk for providers is appropriate and how this level of risk
will affect the treatment of the sickest ESRD sub-populations. Such an analysis should also
address a study of Medicare patients not part of the ESRD program, and AAPCC methodologies
outside the ESRD milieu.
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6. The nephrologist's ability to function autonomously within the current system must be preserved.

This autonomy should maintain the nephrologist's freedom in clinical decision making and foster
the nephrologist's position as the leader of the renal care team.

7. The nephrologist's ability to negotiate contracts, achieve appropriate reimbursement for their

services, and develop relationships with the other essential participants in a capitated payment
system must be preserved.

S. The outcomes from HCFA's ESRD Managed Care Demonstration Project must be considered in

developing a legislative policy that affects ESRD patient enrollment in managed care.

9. Any legislative proposal to repeal the 1876 prohibition must be delayed for a minimum of two

years to allow for modification of the AAPCC and full implementation of the CQI oversight
program. In the event that the AAPCC and CQI proposals ale not implemented, the ban must not
be repealed.

13
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APPENDIX C

REVISED DRAFT, 3/2000

Adopted by the RPA/ASN Board of Directors, 4/14197

RPA/ASN POSITION ON
IMPROVING ACCREDITATION OF DIALYSIS FACELTIES

Executive Summary

The RPA/ASN supports the accreditation, certification and licensure of dialysis facilities as a visible
means of insuring accountability, and that in order to accomplish these functions appropriately,
increased federal funding is necessary. The RPAIASN supports public and private sector efforts to
accredit and/or certify dialysis facilities provided an appropriate process and methodology are
established and provided the renal community has appropriate and reasonable participation. The
RPA/ASN believe that ari appropriate accreditation and certification system will emphasize use of
evidence-based quality improvement methodologies that use outcomes data to enhance facility
processes. The RPA/ASN believes that legislation should be enacted to expand deemed certification,
with appropriate safeguards, to include ESRD providers, and that the certification process must be
unified among the various levels of government to avoid duplication and eliminate unnecessary
expense to dialysis facilities.

Background

Over the past decade, the number of Americans requiring treatment for End Stage Renal Disease
(ESRD) has experienced significant continual growth. According to data released by the Health Care
Financing Administration (HCFA), more than 361,000 patients were receiving treatment under the
Medicare program for ESRD (as of 12/31/97), with an approximate annual rate of growth of 8
percent. Consistent expansion of the kidney failure patient population heightens the challenges
facing the nation's renal care community in their efforts to provide the highest possible level of care
to an extremely vulnerable group of patients.

A key component of high quality ESRD patient care is the availability of accredited facilities
providing dialysis services. However, the current accreditation process has often worked against
optimal dialysis facility availability. Improvements in the accreditation process are needed to
enhance patient convenience and therefore facilitate compliance, which is arguably equal to or more
important in the treatment of chronic kidney disease than any other medical condition. Increasing
access to dialysis facilities and thereby reducing the hardships that excess travel time places on
patients is critically important to improving outcomes. Patient non-compliance invariably jeopardizes
the adequacy of their dialysis and leads to infection, increased co-morbidities and ultimately loss of
life. Financially, non-compliant dialysis patients escalate the burden on an already stressed health
care system by increasing the likely necessity of emergency dialysis, surgery, and hospitalization.
However, as dialysis centers become more accessible, treatments become less burdensome on
patients' time, more economical, and more conducive towards the maintenance of a predialysis
lifestyle and employment, with improved patient outcomes.
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On a positive note, the issue of dialysis facility accreditation has garnered the attention of health care
policymakers in recent years, and as a result several efforts are underway to examine and enhance the
methodologies under which this accreditation occurs. Foremost among these initiatives is a 1997
study performed by The Lewin Group and Johns Hopkins University in response to a HCFA RFP to
review the Medicare survey and certification process for dialysis facilities. Included among the
study's recommendations were:

* The success of the accreditation process is dependent upon increased funding, and
reallocation of those funds.

* Increased uniformity of the inspection process is necessary, with particular emphasis on
frequency and training of inspectors. The goal for inspection frequency should be once every
1-2 years, and implementation of uniform processes for collection and analysis of outcomes
data and data sharing must be established.

* Accreditation survey content must be standardized.
* Communications and cooperation from all stakeholders in the process is necessary.

Complimenting the Lewin study is a HCFA sponsored effort to develop a dialysis facility-specific
data report for use by state surveyors. This project is intended to fulfill a legislative mandate set by
the Balanced Budget Act of 1997 (BBA '97) to develop a method for assessing the quality of care
delivered to Medicare's ESRD beneficiaries, and was managed under contract by the Colorado
Foundation for Medical Care (CFMC). The initiative seeks to use existing databases to develop user-
friendly facility-specific profiles based on an outcome-oriented approach. Other HCFA activities in
this area include the Agency's ongoing efforts to continually improve ESRD care through the ESRD
Core Indicators Project and its Health Care Quality Improvement Program. Finally, the Office of the
Inspector General (OIG) issued a report on the Medicare certification process that, while primarily
focusing on hospitals and nursing homes, does confirm the lack of resources available for dialysis
facility certification and accreditation.

RPA/ASN strongly supports the accreditation, certification and licensure of dialysis facilities as a
necessary and visible method of insuring public accountability, and as such we believe the public
sector efforts to examine these issues represent a positive step toward improving dialysis facility
accreditation. However, we continue to believe that the current process is fraught with problems and
compromises the ability of nephrologists to provide the highest level of quality patient care possible.
This paper will discuss the current accreditation system and its limitations, and analyze both the
merits of improving accreditation within the current governmental framework, and the potential of
private accreditation of dialysis facilities. Furmher, the paper will offer recommendations on how to
ensure accountability using this methodology, and discuss the accreditation process and its effect on
renal care delivery.

Dialysis Facility Aeereditation: Current Situation

Under the current system, dialysis facilities are accredited through a federally-funded block grant
program intended to ensure that institutions and agencies providing care to Medicare and Medicaid
beneficiaries meet all federal health, safety and program standards. Federal flmds are provided to
each state. State surveying agencies then conduct on-site surveys, which are randomly monitored by
federal surveyors. This fragmented execution of the certification process is the source of many of
the current system's difficulties. Two significant problem areas are the rregular distribution and
dispersal of federal funds and the inconsistent, "patchwork" nature of the actual surveying process,
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both circumstances being a function of SO separate state government entities carrying out certification
duties.

One result of budgetary constraint and enormous expansion of the health care industry is the lack of
financial resources to achieve appropriate licensure of institutions serving the Medicare/Medicaid
population. Out of the pool of money provided to each state for inspection of facilities providing care
to these beneficiaries, the states are responsible for certifying or accrediting a wide range of health
care providers. Included on this list are home health agencies, nursing homes, ambulatory surgical
centers, rural health clinics, and numerous others, in addition to dialysis facilities. To further
exacerbate the accreditation outlook for institutions providing ESRD services, inspection of two of
the provider types on the list, home health agencies and nursing homes, is statutorily required and
therefore must be performed before any other surveys take place. As a result, ESRD facilities are
competing with all of the other types of institutions providing care to Medicare/Medicaid
beneficiaries (about ten provider types) for the funds remaining from the federal certification grant to
each state. Consequently, new dialysis facilities can sit idle for months before receiving their initial
certification, and existing centers often go years between their subsequent inspection surveys. Patient
care is jeopardized by forcing chronically ill recipients of dialysis services to travel significant and
unnecessary distances to receive treatment while a nearby center awaiting accreditation sits unutilized
(thus reducing patient compliance), or by allowing problems that do arise at previously accredited,
"good" facilities to remain uncorrected.

The current system also often allows the quality of the surveys that do occur to be compromised.
Lack of uniformity in the training and education of the surveyors causes great variability in the
caliber of inspections from state to state. While the dialysis facility certification process in some
states is a positive and educational exercise that fosters the development of effective processes of
patient care at the institution, in other states accreditation inspections can be arbitrary and punitive,
and contrary to the needs of the local kidney patient population. A common complaint is that the
primary training of the inspectors performing surveys at dialysis facilities is geared towards
inspecting nursing homes or home health agencies, rendering the inspectors uninformed about the
nuances of dialytic care. Some dialysis unit medical directors have noted that surveyors unfamiliar
with renal care processes will often focus on issues peripheral to dialysis delivery while ignoring the
more critical elements of ESRD services, or will cite the facility for "violations" that do not reflect
deviation from the state regulations governing ESRD facilities.

In spite of the efforts of HCFA and the state regulatory agencies to ensure that providers of dialysis
services receive both initial accreditation and recertification on a timely and intelligent basis, the
current system is at best inconsistent and at worst reduces the adequacy of the patient's dialytic care.
The RPA/ASN believes that it is appropriate to explore new methods of accrediting the nation's
dialysis facilities, whether through the framework of the present governmental system or through the
use of private accrediting bodies (under the Medicare deemed status program). Accordingly,
RPA/ASN is supportive of HCFA's efforts to review the requirements and methodologies associated
with the accreditation and certification of dialysis facilities.

Use of Existing Structures

Within the current governmental framework exist several alternative solutions with the potential to
improve the outlook for dialysis accreditation. One possibility involves legislative modification of the
statutes that govern certification of facilities providing services to Medicare beneficiaries. By adding
dialysis facilities to the list of provider types for whom certification is statutorily required (currently
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nursing homes and home health agencies), ESRD facilities would be assured that their certification
surveys and re-inspections would both occur within a defined timeframe. Considering the highly
vulnerable nature of the patient population being served by these facilities, and the potential
therapeutic and economic benefits of improving care to these individuals, enactment of legislation
expanding the list of Medicare providers requiring timely certification appears to be a reasonable and
cost-efficient method of improving dialysis facility accreditation.

The ESRD Network organizations offer another avenue for improving dialysis facility accreditation
using an existing governmental agency. By providing deeming authority for certification to the
Networks, HCFA would be engaging organizations that are already in contact with the nation's
dialysis providers and already heavily involved in the business of improving the quality of care to
ESRD patients. The territorial orientation of the network system would easily allow for consideration
of regional differences as necessary. As the Networks already serve a vital role as a catalyst for
improvement for the nation's dialysis facilities, providing deeming authority to these entities would
seem to be a natural extension of their current mission. The Networks are responsible for ensuring the
most efficient use of Medicare dollars for dialysis treatment and kidney transplantation through
monitoring quality of care indicators and maintaining timely, complete data on the ESRD program.

Advantagea of Private Accreditation of Dialysis Facilities

The concept of private sector accreditation of health care providers serving Medicare beneficiaries is
time-tested and valid, and would provide substantial benefit to the ESRD community. The federal
government acknowledged the merits and benefits ofthis licensure method when it created the
Medicare deemed status program. A key factor in granting an accrediting body deeming authority is
HCFA's determination that the organization's standards are equivalent to or more stringent than
federal health, safety and program regulations. Once the deeming authority has been granted to
providers serving the Medicare ESRD population and the public/private sector partnership has been
forged, significant benefits would be realized, including:

* Private accrediting organizations would assist the federal government in the enormous task of
certification of new dialysis facilities and re-certification of existing ones, greatly reducing
both the backlogs in these areas and federal regulatory expenditures.

* Improved quality of patient care would invariably result from the higher standards in some
areas that accrediting organizations would bring to the process and an overall cross-
fertilization ofaccrediting methodologies.

* Private sector resources would produce inspectors well-trained in the specifics of ESRD care,
leading to a reorientation of the certification process towards an educational model that
would foster facility development

* Participants would reap economic benefit as the costly delays previously experienced in
opening new dialysis facilities would be eliminated; the possibility that Medicare will enact
user fees for certification in the future increases the potential for cost savings.

* Providers of ESRD care would be granted access to the same types of accreditation that other
health care providers have utilized for years.
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Accountability and Unification

In order to earn HCFA deeming authority, the RPAJASN believes that an applicant dialysis facility
accrediting organization must demonstrate accountability for its actions, and develop appropriate
methodologies and standards. In addition to demonstrating that its standards are equivalent to or
more stringent than HCFA standards, the applicant should develop a comprehensive reporting
mechanism.and establish a framework for a partnership with HCFA and the National Renal Coalition.
Among the elements of the partnership should be:

* Notification of survey schedules to HCFA.

* Random inspections of a percentage of accredited facilities by HCFA for validation by
qualified inspectors.

* Reports to HCFA on dialysis facilities with demonstrated deficiencies, particularly regarding
water treatment and reuse, as these activities are often the source of deficiencies.

* Notification to HCFA of any dialysis facilities whose processes pose a danger to the patient's
health or public safety.

* Notification to HCFA of all newly accredited dialysis facilities, and all facilities whose
accreditation has been denied or suspended.

To develop appropriate survey methodologies and standards, the RPA/ASN believes that it is
necessary to incorporate multidisciplinary input from all members of the national renal community.
The methodologies and standards developed should be as scientifically valid and as clinically
relevant as possible, with a clear link to continually improving facility performance and thus
positively affecting patient outcomes. Additionally, the surveys should be as non-intrusive as
possible.

One of the common complaints about the current process relates to the duplication among the various
jurisdictions certifying dialysis facilities, and opponents of private accreditation feel that it will result
in an additional layer of expense. Therefore, a crucial element to the success of private accreditation
efforts is the unification of the certification process so that licensure criteria of all affected
governmental entities (national, regional, state, local) are satisfied. It is the opinion of the RPA/ASN
that the criteria for granting HCFA deemed status to dialysis facilities must be designed in such a way
to meet the standards of the other governing bodies and avoid duplication of certification efforts.
HCFA oversight of the accreditation process is needed to ensure public accountability and allow the
unification of the process so that state licensure requirements can be eliminated. Unifying the survey
and certification process will help eliminate the duplication and additional expense, simplify multiple
governmental standards, and ease the regulatory burden on providers of ESRD services while
improving patient outcomes. Precedent does exist for recognition of HCFA-approved accrediting
bodies for state licensure purposes. The states of Oregon and Florida have recognized the
Commission on Office Laboratory Accreditation (COLA) for licensure of physician office
laboratories (POLS).
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Recoumendations

1. The accreditation or certification of dialysis facilities is a visible mechanism of insuring
public accountability. Therefore, RPA/ASN supports accreditation and certification, s wel as
licensure, of dialysis facilities.

2. RPA/ASN beieve that in order to achieve appropriate accreditation and certification of the
nation's dialysis facilities, increased federal funds be provided to HCFA by Congress, and
realiocation of those funds by HCFA must be considered.

3. RPA/ASN beieve that as methods for enhancing the accreditation and certification of the
nation's dialysis faciities are evaluated and developed, evidence-based quality improvement
methodologies that use outcomes data to enhance facility operations should be emphasized.

4. RPA/ASN supports the development and enactment of legislation that woud eypand
deemed certification for ESRD providers, with appropriate safeguards.

S Public and private sector efforts to accredit and/or certify dialysis ficilities can be supported
provided an appropriate process and methodology are established and provided the renal
community has appropriate and reasonable participation.

6. If multiple entities and both public and private entities accredit or certify dialysis units,
these efforts shouid be substitutive rather than duplicative. Private sector Initiatives to accredit

or certify dialysis facilities, subject to oversight by HCFA, must replace the Medicare
certification proes and the state _eensure process the former under the Medicare deemed
stas program.

7. The process for developing accrediting Standards should be undertaken with appropriate
input from all involved parties, induding the member organizations of the National Renal
Coalition, the regional ESRD Networks, and representatives or designees from HCFA.

IL The methodologies, standards, and measures established by both public and private sector
entities to review and accredit dialysis facilities should be scientificaly valid,
defensible, uniform, and as non-Ivasive and mon-Intrusive as possible. Both public and
private sector accreditation/certification initiatives should be subjected to reasonable cost
benefit analyse
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The CHAuIRM. Thank you, Dr. Owen.
Now Dr. Wish.

STATEMENT OF JAY WISH, M.D., PRESIDENT, FORUM OF END
STAGE RENAL DISEASE NETWORKS, MIDLOTHIAN, VA

Dr. WISH. Good afternoon. The Forum thanks Senators Grassley
and Breaux and the Special Committee on Aging for the oppor-
tunity to testify regarding the oversight of Medicare's End Stage
Renal Disease Program. My name is Jay Wish. I am President of
the Forum of ESRD Networks. I am an academic nephrologist from
Cleveland, OH and I am on the faculty of Case Western Reserve
University. I have been involved in the Network program since
1980 and I am currently Chairman of the Medical Review Board
of Networks 9 and 10. My appearance before you today as a spokes-
person for the ESRD Networks is symbolic of the fact that all 18
Networks are governed, through their boards of directors and medi-
cal review boards, by volunteer renal professionals and patients
whose only agenda is to ensure that a high level of care is delivered
to patients with ESRD.

The 18 ESRD Networks are independent, nonprofit corporations
which contract with HCFA to oversee the quality of care delivered
to Medicare ESRD beneficiaries. The Networks' responsibilities are
defined by their scope of work, which specifies activities in quality
improvement, data collection and analysis, and community out-
reach. The geographical boundaries of the Networks are illustrated
on the first poster.

The Forum is a nonprofit corporation whose purpose is to facili-
tate communication among the Networks, between the Networks
and HCFA, and to represent the Networks to the renal community
and to other organizations, such as the U.S. Senate. The Forum is
funded by annual dues from the Networks and by contracts with
HCFA to perform specific functions, such as an information clear-
inghouse, the organization of certain national meetings, and the
administration of some national work groups, all of which promote
the quality of care delivered to Medicare ESRD beneficiaries.

The 18 ESRD Networks work directly with providers to improve
the quality of care that is delivered to ESRD beneficiaries. Because
their peers respect the volunteer professionals -on the medical re-
view boards of the Networks, facilities tend to buy into the Net-
works' quality agenda. The Networks are able to identify better
performing facilities and then export their successes to the other
facilities in the region through workshops, publications, and site
visits.

The Forum endorses the dual oversight model with state survey
agencies operating in a regulatory mode to enforce minimum stand-
ards of patient care mandated by the conditions of coverage and
the Networks working in a nonpunitive, collegial, quality improve-
ment mode to stress education, data analysis and targeted inter-
ventions to bring all providers up to a higher level of patient care
and outcomes.

Medicare regulations require that a Network facility relationship
exist and that all Medicare-certified ESRD providers participate in
Network activities. Each Network interacts with facilities in sev-
eral ways: by providing quality oversight, by implementing facility-
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specific quality improvement projects, by sharing facility-specific
data and regional comparatives with the respective facilities, acting
as a clearinghouse for information and resources, and by conduct-
ing educational seminars and regional meetings.

Networks perform specific activities to facilitate the improvement
of patient care processes and outcomes at the facility level. These
include but are not limited to participating in the National ESRD
Clinical Performance Measures Project, conducting focussed quality
improvement projects and special studies, managing information
and providing profile reports to facilities and other providers, proc-
essing patient grievances and addressing patient concerns, and con-
ducting educational activities, including seminars, workshops,
newsletters, videotapes and distribution of printed materials.

Over the last 6 years since the inception of what is now known
as the National ESRD Clinical Performance Measures Project,
there have been statistically significant improvements in clinical
outcomes likely attributable to Network quality improvement ini-
tiatives. The areas most improved include, in the next poster,
hemodialysis adequacy. As you will see, 74 percent of hemodialysis
patients had a mean URR, which is urea reduction ratio, the target
for adequacy of dialysis, of greater than 65 percent in 1998, com-
pared to only 43 percent in 1993, and in anemia management,
which is on the next poster, you will see that if you use your target
hematocrit of 30 percent as your quality improvement criterion,
then 78 percent of patients had a hematocrit above this level in
1998, compared to only 46 percent in 1993.

Some of the most significant recent activities of the Forum of
Networks have included collaborating with the Renal Physicians
Association and the National Patient Safety Foundation in the de-
velopment of a patient safety committee to investigate and reduce
medical errors in dialysis facilities; designing a national quality im-
provement project addressing vascular access which, as you have
heard, is the lifeline for renal patients and something that really
does need to be focussed on at the national level; assisting HCFA
in the development of a patient orientation package to be distrib-
uted to each new ESRD beneficiary; and surveying Networks re-
garding their renal transplant assessment activities.

The Forum agrees that the current ESRD oversight model is not
perfect. The Forum has recommended an increase in the frequency
of facility surveys by the Medicare state surveyors to ensure that
providers are meeting the conditions of coverage. Texas and Ohio,
for example, have instituted dialysis facility licensure programs to
fund the cost of more frequent surveys. Texas does every facility
every 3 years and Ohio does every facility every year, but it costs
the facility the licensure fee to cover the cost of these site visits.

The conditions of coverage need to be updated to include more
rigorous facility staffing and personnel training requirements.
However, the dual oversight model with the state surveyors having
a quality assurance focus and the Networks having a quality im-
provement focus is fundamentally sound and should not -be dis-
carded.

With the volunteer expertise that resides in the medical review
boards and an evolving powerful data infrastructure, the Networks
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are an invaluable resource that continually brings the quality of
patient care to a higher level.

That -concludes my testimony and I would be happy to answer
any questions.

[The prepared statement of Dr. Wish follows:]

l
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FORUM OF ESRD NETWORKS
TESTIMONY FOR SENATE SPECIAL COMMITTEE ON AGING

-PRESENTED BYJAY WTSH, MD
PRESIDENT

Introduction

The Forum of ESRD Networks (Forum) appreciates the opportunity to testify before the Senate Special
Committee on Aging regarding the oversight of Medicare's End-Stage Renal Disease (ESRD) Program.
The Forum is an organization representing all 18 ESRD Networks. The Forum facilitates the exchange of
information and ideas among the 18 Networks, renal related organizations and the Health Care Financing
Administration and serves as a clearinghouse for the distribution of material to support the improvement of care
delivered to patients with ESRD.

The 18 ESRD Networks are independent non-profit corporations established to oversee the quality of care
provided to Medicare ESRD beneficiaries. The Networks' contract with HCFA is defined by the scope of
work, which specifies activities in quality improvement, data collection/analysis and community outreach. The
geographical boundaries of the Networks were re-configured by HCFA in 1988 and are illustrated in Figure I
below.

Figure 1: ESRD Networks

e Forum is pleased to provide the following responses to questions posed by Senators Grassley and Breaux.
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1. Description of the Forum of ESRD Networks

The Forum is incorporated as a 403C non-profit corporation in the state of New York. The bylaws of the
Forum specify that the purpose of the corporation is to "serve as a forum in which assistance, advice,
information, ideas, and policy proposals may be exchanged between and among the Networks and the Health
Care Financing Administration (HCFA) and its agencies, and other renal care organizations." In 1995, HCFA
recognized the value of the Forum of ESRD Networks in providing a clearinghouse for information with
relevance to Network quality oversight activities, evolving practice guidelines, patient educational materials,
and Federal legislativetregulatory changes which impact the ESRD program. As a result, HCFA provided funds
to create the Forum of ESRD Networks Clearinghouse as a support office'and information distribution center
for the ESRD program. The Forum Clearinghouse office, located in Midlothian, Virgsnia has acted as a liaison
between the Networks, HCFA, and prominent renal organizations and works to facilitate an improvement in the
care received by ESRD patients by supporting Network data collection/analysis and quality improvement
activities. The Fonm office curently consists of one full-time administrator and one part-time assistant. As
part of its clearinghouse activity, the Forum office:

* Maintains a web site on the Internet that outlines Forum activities and provides links to the 18 individual
Networks as well as to other renal web sites;

* Provides an annual report summary of the 18 individual Network annual reports;
* Provides support to the national ESRD Clinical Performance Measures (CPM) Project;
* Maintains a library of resources to support Network activities including practice guidelines, patient

educational materials, nephrology journals, and materials from other renal professional and patient
organizations.

By obtaining consensus on issues of importance to the quality of care of ESRD beneficiaries, the Forum is able
to effectively represent the ESRD Networks. The Forum's membership consists of one physician
representative, the Medical Review Board chairperson, and the Executive Director from each ESRD Network
organization.

The Forunn's goals are:

* To foster the improved delivery of care to Medicare ESRD beneficiaries through the Networks'
comprehensive quality improvement program

* To create and maintain an information infrastructure that supports quality improvement activities at the
provider level;

* To assist Networks in identifying the areas where the greatest opportunities for improvement exist so that
interventions can be most effectively targeted;

* To promote the use of the evolving information infiastructure to acunulate evidence that can be used as a
basis for clinical practice guidelines.

These goals are supported by a strategic plan designed to promote a quality measurement and reposting agenda
(Figure 2)

2
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Figure 2: Forum Strategic Plan
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The Standardized Information Management System (SIMS), a national information infrastructure that supports
Network quality improvement activities, was implemented this year (2000). Designed by the Networks, the
renal community and HCFA, SIMS was designed to:

* Electronically link all 18 ESRD Networks with HCFA;
* Transfer ESRD data collection forms electronically to HCFA central office;
* Provide standard data elements, data definitions and reporting/analysis tools.

The Forum actively promotes continuous quality improvement activities among the Networks to facilitate
outcomes improvement within dialysis facilities and renal transplant centers. The Forum partnered with HCFA
to increase hematocrit levels for ESRD patients in the National Anemia Cooperative Project. This project
improved the processes of anemia management by:

* Providing facilities with a continuous quality improvement manual with a focus on anemia management;
* Providing facilities with an algorithm for the treatment of anemia;
* Providing facilities with their respective facility-specific profiles on hematocrit and erythropoietin usage.

The Forum was awarded a contract by HCFA in 1999 to develop and administer the national ESRD CPM
Project This project began in 1992 as the.Core Indicators Project and involves the annual collection by the
Networks of clinical data from a random sample of ESRD patients to assess patterns of care. In 1998, following

e publication of the National Kidney Foundation's Dialysis Outcomes Quality Initiative (DOQI) clinical
practice guidelines, evidence-based clinical performance measures were derived and provided the basis for the
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evolution from the Core Indicators Project to the ESRD CPM Project The CPMs currently used include
adequacy of dialysis, anemia management, nutrition, vascular access for hemodialysis patients, and
hypertension management for peritoneal dialysis patients. The annual data feedback reports obtained from
these projects are importanttools in assessing patient care processes and outcomes on a national and regional
level and identifying opportunities for improvement

2. Deseription Of Mechanism By Which Networks Ensure Quality Of Care

The I ESRD Networks work directly with ESRD providers to improve the quality of care provided to ESRD
beneficiaries. The ESRD Networks do not provide direct patient care. With volunteer leadership by
nephrologists, transplant surgeons, nurses, social workers, dietitians, administrators and patients, Networks
engage providers to improve patient care processes and outcomes through a non-punitive paradigm. By
collecting and analyzing process and outcomes data, Networks collaborate with providers to identify
opportunities for improved care and to design measurable quality improvement initiatives. Strict conflict of
interest rules apply to assure an objective and impartial review process.

A Board of Directors that provides oversight of Network operations and assures compliance with contractual
requirements governs each Network. Each Network has a Medical Review Board (MRB), a multidisciplinary
group that directs its quality improvement efforts. All Networks have a structured mechanism to assure patient
input and involvement Patients are represented on the Networks' Boards of Directors and Medical Review
Boards.

The current system of external oversight of the ESRD program includes the Networks and state survey
agencies. The state survey agencies operate in a regulatory mode to hold providers accountable to the
minimum standards mandated by the Conditions of Coverage. The Networks, through their governance by
professionals who are associated with individual providers, have expertise on dialysis treatment.that the state
survey agencies lack. The Networks' collegial orientation stresses education and improvement objectives
rather than enforcement of minimum standards.

Through an information infrastructure that has developed over 20 years, the Networks are able to identify
clinical trends at the provider, region, state, and Network level and to develop and implement targeted
interventions to effectively improve care;

Networks have established channela for coordinating and collaborating with other agencies and organizations
to avoid duplication of efforts and to build upon the expertise of many groups. These include HCFA, State
Health Department and Survey Agencies, Peer Review Organizations and renal related professional groups
such as the Renal Physicians Association (RPA), American Society of Nephrology (ASN), National Renal
Administrators Association (NRAA), American Nephrology Nurses Association (ANNA), National Kidney
Foundation (NKF), and American Association of Kidney Patients (AAKP).
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3. Description Of Relationship Between Networks And Facilities

Medicare regulations require that a Network-facility relationship exist and that all Medicare certified providers

participate in-Network activities. These relationships are maintained, enhanced and supported by a mutual
interest to improve care and assure quality. Each Network interacts with facilities in several ways:

* Providing quality oversight;
* Implementing facility-specific quality improvement projects;
* Sharing facility specific data and regional comparatives with the respective facilities;

* Acting as a clearinghouse for information and resources;
* Conducting educational seminars and regional meetings.

Although Networks have traditionally assumed a quality improvement role, working in a confidential
relationship with providers to educate and improve outcomes through a systems focus, occasionally a provider

will not respond to a collegial Network approach. In such cases, a Network may assume more of a quality

assurance role by conducting a site visit, requiring a plan for corrective action, referring the problem(s) to the

state survey agency, and/or recommending to HCFA that sanctions be imposed.

4. Description Of Processes The Networks Undertake To Ensure That Facilities Are Providing
Proper Care.

Networks perform specific activities to facilitate the improvement of patient care processes and outcomes at the
'reility level. These include, but are not limited to:

* Participating in the national ESRD Clinical Performance Measures Project;
o Raises level of awareness by facilities of measure domains and outcomes
o Provides benchmarks of performance that facilities can use as targets

* Conducting focused quality improvement projects and special studies;
o Addresses regional variations in processes and opportunities for improvement
o Engages expertise of Medical Review Board regarding evidence-based methods

* Managing information and providing profile reports;
o Drives internal quality improvement activities at the facility level
o Identifies areas for targeted intervention

* Processing patient grievances and addressing patient concerns;
o Fosters communication between patients and providers
o Mediates conflicts to achieve satisfactory resolutions for patients and providers
o Identifies patterns of care which may require intervention activities

* Conducting educational activities including seminars, workshops, newsletters, videotapes, and distribution
of printed materials.

The Network program has fostered a national improvement in the four areas of care monitored by the national

ESRD CPM Project (adequacy of dialysis, anemia management, hypertension, nutrition). Due to Networks'

participation since the project's inception, national and Network specific data are available on care provided to

ESRD patients. Over the last 6 years, the CPM project has demonstrated statistically significant improvements
* clinical outcomes, likely attributable to Network quality improvement activities. Areas most improved
-Clude:
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Hemodialysis Adequacy (Figure 3):
o 74% of hemodialysis patients had a mean URR> 65% in 1998 compared to 43% in 1993.o The difference between Caucasian and Afncan-Amencan patients receiving adequate dialysis was 6% in1998 compared to IO% in 1993.

Percent of adult (aged 18 y) in-center hemodialys patients
with mean URR >65% In Oct4-ec 1998 compared to previous

study years. by race,
1999 ESRD Clinical Performace Measures Project
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* Anemia Management (Figure 4):
a 78% of hemodialysis patients had a mean hematocrit> 30% in 1998 compared to 46% in 1993.
o The difference between Caucasian and African-American patients with hematocrit > 30°% was 2% in

1998 compared to 8% in 1993.

Percent of adult (aged >18 yrn) In-center
hemodialyasl patients with mean hematocrit >
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These changes demonstrate the positive effects of the partnership between Network and facility staff on the care
received by ESRD patients.

Networks conduct quality improvement projects (QlPs) to assess and improve the outcomes of care. QlPs are a

continuous process, using data on processes and outcomes of care to recognize opportunities to improve care

and to develop measurable improvement initiatives Examples of Network quality improvement projects
include:

* Improving influenza and hepatitis B vaccination rates;
* Increasing the placement of arteriovenous fistulae in hemodialysis patients;

* Improving surveillance for stenosis of arteriovenous grafts;
* Improving adequacy of hemodialysis;
* Increasing the frequency of measurement of peritoneal dialysis adequacy;
* Improving anemia management

Working one-on-one with Network quality improvement staff and Medical Review Board experts allows the

facility staff to improve the care delivered to patients. The Networks are able to achieve buy-in from facilities
hich understand that:
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* Network staff are trained in the principles and application of continuous quality improvement (CQI);* Network Medical Review Board members are highly respected practitioners with considerable clinica
experience;

* Network's data infrast re offers facilities data tracking toois that they may not otherwise have;* Networks recognize and praise high performers.

Each Network collects data from dialysis facilities regarding patient demographics, co-morbid conditions,process and outcome indicators, patient events and deaths, and facility characteristics. These data are validated
and analyzed by the Medical Review Board and can be used to improve patient care by:

* Supporting facility quality improvement projects;
* Targeting facilities for Network intervention activities;
* Evaluating Network-wide quality improvement projects,
* Driving the development of health care policy specific to ESRD;
* Identifying predictors of morbidity and morality;
* Entering the medical literature to become part of the evidence basis for the development or updating of

clinical practice guidelines.

Networks also provide community outreach services to renal professionals, patients and family members.
Using a variety of educational venues and information distribution methods, Networks impact the lives ofpatients by:

* Conducting patient-focused seminars and conferences;
* Providing rehabilitation information (exercise pmograns, vocational educational materials, job placementprograms) to providers and patients;
* Addressing patient grievances and family concerns;
* Assisting transient patients in finding dialysis services.

Networks are a significant provider of information to facilities. Networks house and regularly distributeinformation to facilities regarding:

* Evidence-based medicine including clinical practice guidelines and care paths;
* Disaster preparedness;
* FDA alerts;
* Centers for Disease Control and Prevention guidelines and recommendations;
* Patient education materials;
* National ESRD CPM Project annual reports, highlight reports and supplemental reports.

Many Network staff are trained in conflict resolution and mediation and provide facilities with an accessibleresource to discuss handling challenging patients. Many Networks house a library that contains patient
education videos and materials that are available to facilties and patients on request

All Networks convene meetings directed at bringing together facility personnel to discuss on-going and
emerging clinic issues. Sites for these meetings are chosen based on accessibility and convenience in order toattract a large number of participants These meetinp may offer incentive such as continuing education credits

S
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Meeting topics are determined regionally by a planning committee composed of all stakeholders with the goal
f improving processes of care. Recent meeting topics have focused on:

* Patient safety and medical errors;
* Adequacy of dialysis;
* Vascular access;
* Managing anemia;
* Dealing with challenging patients.

5. Forum Initiatives Directed At Improving The Quality Of Care Dialysis Patients Receive

The Forum's role in improving the quality of care received by ESRD patients is through enhancing the

effectiveness of the 18 Networks. Interventions.by the Networks have led to a significant improvement in the
percentage of patients receiving adequate dialysis as demonstrated by data from the national ESRD CPM

Project cited above. Opportunities for improved dialysis adequacy continue to exist and all Networks will focus

on this area for their 2000-2001 quality improvement projects. The standards for dialyzer reuse are specified

in the Conditions of Coverage for Medicare-approved dialysis facilities and are enforced by state surveyors.
The Conditions of Coverage currently in effect do not specify standards for dialysis facility staffing ratios and
training.

The Forum has assumed a leadership role in identifying new initiatives that enhance the effectiveness of the
Networks in improving patient care. The Forum's activities are driven by its strategic plan (Figure 2).

_ Ippendix 1 summarizes the 1999-2000 accomplishments of the Forum in each of the strategic plan domains.

Appendix 2 summarizes the current activities of the Forum in each of the strategic plan domains. Some of the
most significant activities include:

* Collaborating with the Renal Physicians Association and National Patient Safety Foundation in the
development of a Patient Safety Committee to investigate and reduce medical errors in dialysis facilities;

* Designing a National Quality Improvement Project addressing vascular access;

* Participating on the Public Reporting and State Surveyor Committees addressing the public release of data;

* Assisting HCFA in the development of a patient orientation package to be distributed to each new ESRD
beneficiary.

* Partnering with the Renal Physicians Association to rank and implement the NKF-DOQI guidelines at the
provider level;

* Surveying Networks to report on renal transplant assessment activities;

* Participating in the Renal Physicians Association's development of "Shared Decision-Making in the
Appropriate Initiation and Withdrawal from Dialysis" clinical practice guideline.

Conclusion

The increasing visibility and credibility of the Forum and the ESRD Networks in the national landscape are due,

in large part, to their long-standing and unwavering advocacy for improved ESRD patient outcomes through the

fplication of continuous quality improvement methodologies and the development of an appropriate data
-rastructure. This advocacy is untainted by the agenda of any single professional constituency, and its success
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is limited only by the commitment that all stakeholders have to the process. Through their clearinghouse
activities, the Forum and the ESRD Networks foster evidence-based medicine, increasing provider awareness o.
clinical practice guidelines and other literature that may improve the quality of patient care. Although
opportunities for improvement continue to exist, the dramatic increase in the percentage of patient receiving
adequate dialysis and achieving target hematocrit levels over the past 6 years demonstrates the ability of
Networks to effect change. With the volunteer expertise that resides within the Medical Review Boards and an
evolving powerful data infrastructure, the Networks are an invaluable resource that continuously brings the
quality of patient care to a higher level.

For additional information on the ESRD Networks or the Forum, please contact:

Jay Wish, MD
Division of Nephrology
University Hospitals of Cleveland
11100 Euclid Avenue
Cleveland, OH 44120
Telephone: 216444-3163
Fax: 216-84443328
E-mail: jaywisheearthlinknet

10
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Appendix 1: Forum Accomplishments

GOALS 1999-2000 ACCOMPISHMENTS
-Provide Leadership

Create Information * Implemented Standardized Information
Infrastructure Management System (SIMS)

* Continued to develop and formalize United States
Renal Data System (USRDS) relationship

* Collaborated in the development and testing of a
facility data system

* Actively sought to communicate with the private
sector industry

* Participated on National ESRD CPM Project
Expand Quality committees and subcommittees
Measurement * Merged the CPM and Core Indicators Projects
and Reporting * Disseminated and implemented the NKF-DOQI

clinical practice guidelines
* Participated in the 'Shared Decision Making in

the Initiation and Withdrawal of Dialysis' clinical
practice guideline

* Encouraged organizations, such as Council of
American Kidney Societies, to actively seek and
take.the lead in a research venture with an
academic medical center

* Began to established relationship with National
Patient Safety Foundation and RPA in the
development of a patient safety committee

* Received HCFA contract to survey Networks on
transplant data and referrals

* Supported Networks I & 11 collaboration with
RPA to prioritize clinical practice guidelines

* Circulated CQI articles to MRB Chairs
Foster Evidence-Based * Encouraged Forum representatives to speak at

Medicine national meetings to update the community on
the Forum's current activities and positions

* Used Forum Clearinghouse to gather information

Enhance Patient
Participation and * Received HCFA contract to develop committee to

Strengthen the Hand of recommend a standardized new patient packet
Consumaers II

II
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* Developed CPM Initiative with HCFA, RPA. NKFCreate Public-Private * Supported the renal community's
-Partnerships (RPAIASN/F0R1MO implementation of NKF-

DOQI project
* Maintained RPA relationship and share

committee representation
* Supported the Forum Clearinghouse as a partner

with HCFA
* Evaluated the need for & type of information

applicable for public release
* Explored private sector accreditation
* Researched expanding state surveyor agency

collaboration
* Distributed Core Indicators and Anemia QlPs
* Initiated and encouraged the growth of existing

partnerships with dialysis chains
* Established relationship with renal magazines to

published Network accomplishments and projects

Facilitate Health * Held regular MRB chair meetings
Professional Education * Encouraged Forum representatives to speak at

national meetings on behalf of Forum and
Networks

* Developed liaison with RPA and ASN
* Pursued joint initiative with RPA to support

'Teach the Teachers program

12
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Appendix 2: Current Forum Activities

GOALS 2000 CURRENT ACTIVITIES
-Provide Leadership .

Create Information * Pursue facility data system collaboration
Infrastructure with HCFA

* Developing and formalizing USRDS
relationship

* Exploring data collection of difficult patients
. Final implementation of Standardized

Information Management System

* Participating on national ESRD CPM Project
Expand Quality Measurement committees and subcommittees

and Reporting * Encouraging Network level reporting in
support of quality improvement

* Participating in the development of a Patient
Safety Committee with RPA

* Pursuing liaison with National Patient
Safety Foundation through the Patient
Safety Committee

* Revising the Medical Records Model
* Surveying Networks on transplant data,

referrals and outcomes

* Circulating CQI articles to MRB Chairs
Foster Evidence-Based * Encouraging Forum representatives to speak

Medicine at national meetings to update the
community on the Forum's current activities
and positions

*. Using Forum Clearinghouse to gather
information
Collaborate with RPA to research physician
level measures using evidence-based
medicine

Enhance Patient
Participation and Strengthen * Participating on the New Patient Packet

the Hand of Consumers Committee to distribute uniform information
to patients



91

Create Public-Private
-Partnerships

* Supporting Dr. William Owen's initiative to
develop a 'Modifying Errors Noted in

-Dialysis Trialrproposal
* Maintaining RPA relationahip and share

committee representation
* Supporting the Forum Clearinghouse as a

partner with HCFA
* Evaluating the need for & type of

information applicable for public release
* Expanding state surveyor agency

collaboration
* Initiate and encourage the growth of existing

partnerships with dialysis chains
* Providing representation on Robert Wood

Johnson End of Life Committee
* Providing representation on State Survey

Committee and Public Reporting committee.
of HCFA

Facilitate Health Professional
Education .

Holding regular MRB chair meetings
Encouraging Forum representatives to speak
at national meetings on behalf of Forum and
Networks
Developing liaison with RPA and ASN
Pursuing joint initiative with RPA to support
'Teach the Teachers' program

Facilitate Network Quality s Standardizing QIP activities and distribute
Improvement Projects (QIPs) document describing the differences between

outcomes research and quality improvement
* Documenting the success of Network QlPs
* Develop partnership with renal magazines to

publish QIP abstracts and Network activities
* Supporting Networks I & 11 Prioritization

QIP in conjunction with RPA

14
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Annual Report Summary

INTRODUCTION

The national End Stage Renal Disease (ESRD) program which extends Medicare benefits to cover the
high cost of medical care for most individuals suffering from ESRD was created in October 1972
through the passage of Section 2991 of Public Law 92-603. Modifications to the ESRD program were
enacted by Congress four years later in order to improve cost effectiveness, ensure the quality of care
provided under tie program, encourage kidney tansplantation and home dialysis, and increase program
accountability. This legislation, PL 95-292, authorized the establishment of ESRD Network areas and
Network organizations, consistent with criteria determined by the Secretary of the Department of
Health and Human Services. The legislation mandated 32 geographic areas and organizations, but in
1987 Congress reduced the number to the existing 18 Networks (see front cover). This report
summarizes the annual reports submitted by these 18 Network organizations for calendar year 1998.

ESRD POPULAIION & CHARACTERISTICS

Although the ESRD population is less than 1% of the entire U.S. population it continues to increase at a
rate of 7%-8% per year impacting all races, age groups and socioeconomic standings. Because the
ESRD Network Organizations cover all 50 states plus Puerto Rico, Saipan and the U.S. Virgin Islands,
much variation is seen in both the overall population and the ESRD population. While California
(Networks 17 & 18) has the largest state population, the state of Georgia has the largest population on
dialysis. At the end of 1998 there were 248,845 patients being dialyzed and 87,301 were newly
diagnosed (Appendix A). As seen in Appendix B, Washington, DC had the highest incidence rate,
804.78 per million, while Alaska had the lowest at 109.12 per million. Of the U.S. territories,
Amenrican Samoa has the lowest incidence rate with only 144.94 cases per million population.
Although the incidence in some states has fallen slightly, the overall incidence and prevalence of ESRD
continues to rise nationally. Appendix C displays the incidence data for 1997 and 1998 by Network.
The national average incidence rate has risen to over 317 cases per million population and the overall
ESRD prevalence counts have more than doubled since 1988 (USRDS 1999).

The Fortm of ESRD Networks aggregated data obtained from the ESRD Networks to calculate both
state and national incidence rates for 1998 (Table I and Appendix B). Included in the count were all
new ESRD patients, both dialysis and transplant, as well as all non-Medicare patients reported to the
Networks.

Incidence rates are calculated by dividing the number of new cases by the general population. The
U.S. Bureau of Census estimated population for July 1, 1998 was used in the calculation.
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TABLE I
ESRD INCIDENCE RATES BY NEIWORK

CALENDAR YEAR 1998

Network based Initiated ESRD Inddeace Rate Per
-Patients' Redened --- Theral - PoE Ppbidon- -Mllon Population

..1. -- 3,473 13,429,862 257.34
2 - 6,201 18,175,301 341.07
3,. 4,100 12,093,393 339.03
4 ' 4,577 12,745,054 358.81
5I' 5,550 14,260,433 376.57
6 . 6,833 19,024,662 356.69
7 . 5,192 14,915,980 348.02

. 8".. 4,421 12,534,712 352.70
9 6,889 21,045,187 327.34
10 4,395 12,045,326 364.87
11 5,863 21,142,576 277.07
12 3,554 12,592,792 282.22
13 3,649 10,253,983 355.86
14 6,323 19,759,614 320.00
15 3,677 14,704,096 250.00
*16 2,179 11,694,384 186.33

' 17(18 10,425 34,137,356 305.30
Total 87,301 274,554,711 317.97

Sop Facn f ESRDn-.
'N k 7 ,d It h bwo bne d t o IMcPab 5e Mfoofifomi Hawaii Wd Amerin-n B riu - idn d

* AGE
In 1998 a majority of the ESRD patients were between the ages of 60 and 79 with the pediatric
population remaining relatively small with less than one percent of the ESRD population under 20 years
old (Table 2 and Figure 1). Tbis satne age distribution can be seen in the incident population
(Appendix D).

2



97

TABLE 2
PREVALENCE OF DIALYsis POPULATION BY AGE AND NErWORK

DECEMBER 31, 1998

Network 0-19 20;29 30-39 40-49 -50-59 6069 -70-79 ' 280 ' Unk Total -

1 50 266 688 1,086 1,528 2,142 2,637 1,209 0 9,606
2 163 595 1.516 2,761 3,685 4,294 4,104 1,711 0 18,829
3 93 349 886 1,556 2,292 2,768 2,531 919 0 11,394
4 96 324 843 1,590 2.087 2,934 3,287 1,224 0 12,385
5 145 481 1,309 2,442 3,082 3,690 3,471 1,109 136 15,865
6 136 790 1,975 3,481 4,838 5,431 4,395 1,403 1 22,450
7 96 437 1,061 1,903 2,480 3,269 3,491 1,531 0 14.268
8 108 551 1,210 2,272 2,907 3,479 2,952 956 0 14,435
9 157 572 1,429 2,405 3,019 4,076 4,237 1,443 13 17,351

10 117 341 844 1,550 1,951 2,504 2,684 997 3 10,991
11 93 507 1,107 2,088 2,726 3,297 4,000 1,683 0 15,501
12 93 320 744 1,294 1,643 2,149 2,307 983 0 9,533
13 79 418 914 1,720 2,147 2,615 2,083 723 0 10,699
14 189 729 1,632 3,057 4,028 4,793 3,888 1,155 3 19,474
15 102 339 874 1,373 2,013 2,414 2,251 687 3 10,056
16 75 258 546 901 1,139 1,352 1,385 542 0 6,198
17 72 366 896 1,661 2,281 2,723 2,715 1,175 13 1I,902
18 205 793 1,518 2,452 3.307 4, 154 3,938 1,541 0 17,908

Total 2,069 8,436 19,992 35,592 47,153 5884 56,356 20,991 172 248,845
% Total 1% 3% 8% 14% 19% 23% 23% 8% 0

S9: 1998 N.,-k A.i Rt-

Flgu I
Ag. P.naene. In UnItld Slat.,

| < ! 5¢et~~~~M04 56.356 _

192

0.19 229 30-39 4049 5049 049 70-79 I ao Uk

AG.

S9 1991 Na.mk A-.W Rq.
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* RACE
While the vast majority of ESRD patients are white, the number of Blacks and Native Antericans with
ESRD is disproportionately high compared to the U.S. population. While Black Americans comprise
13% of the population they make up 38% of-the total -ESRD population and Native Americans establish
less than 1% of the US population and 2% of the ESRD population. Network 6 has a large population
of Blacks and Network 15 is home to a large number of Native Americans. Appendices E and F
present tables comparing the prevalent and incident ESRD population by race and Network.

* DIAGNOSIS
The leading cause of renal failure in the United States is diabetes. Table 3 and Figure 2 categorize
prevalent dialysis patients by primary diagnosis. A list of primary causes for ESRD can be found in
Appendix G.

TABLE 3

PREVALENCE OF DIALYSIS POPULATION BY PRIMARY DIAGNOSIS AND NETwORK

DECEMBER 31, 198

Cystic
Network Diabetes Hypertension GN Kidney Other' Unknownt Total

1 3.452 2,335 1,577 471 1,760 l l 9,606

2 6,622 4.531 2,862 636 2.476 1,702 18,829

3 4,601 2,921 1,902 524 1 ,292 154 11,394

4'- 4,632 3,392 1,745 419 2,187 10 12,385

5 5,731 5,193 2,449 685 1,140 667 15,865

6 8,139 7,346 2,403 694 2,706 1,162 22,450

7 5,005 4,644 1,882 656 1,614 467 14,268

8 5,239 5,120 1,751 571 1,754 0 14,435

9 7,052 4 124 2.757 577 2,824 17 17,351

10 3,787 3,601 1,414 297 1,800 92 10,991

11- 6,071 4,151 1,873 485 2,354 567 15,501

12 3,723 2,604 622 554 1,680 350 9,533

13 4,262 3,730 1.364 409 669 265 10,699

14 9,136 4,744 2,477 677 2,397 43 19,474

15 5.009 1,669 1,413 511 1,044 410 10,056

16 2,433 1,065 1,182 496 741 281 6,198

.17: 5,017 2,621 2,342 562 1.347 13 11,902

18: 7,458 4,948 2,616 477 2,409 0 17,908

Total97 e 369C8,739 34,631 9,701 32,194 6,211 248,8

% 39.1% 27.6% 13.9% 3.9% 12.9% 2.5%

So-; 199L Inwod. ANnodld Rwpc.5
Oth .r Lo, p.im-y - i-d A Ap..do 0
'Upb -. -r vo a both nk.own 4d -Wmd

As shown by Figure 2, diabetes represented 39% of the prevalent dialysis patient population in 1998.

Hypertension followed with 28%, glomerulnephritis with 14% and other causes accounted for 13% of

the dialysis population with 3% of patients having an unknown primary cause. The percentage of

patients with a primary diagnosis of diabetes is up slightly by 1% since 1997. With similar results,

Appendix H illustrates the primary diagnosis of incident patients by Network. While diabetes is the
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most common cause of ESRD it is prominently the cause of ESRD in women while hypertension is
most common cause of ESRD in men (USRDS 1999).

Given the diverse patient populations seen within each geographic region it is surprising that there is
litte variation between the Network populations with respect to the diagnosis of their prevalent
populations. All Networks reported diabetes as the primary cause of renal failure in 1998 but Network
15, at 50%, had the highest percentage of patients with this primary diagnosis. Network 8 joined the
Networks in this category in 1998 by reporting a lower percent of their total patients with a primary
diagnosis of hypertension.

Flgure 2
Prevalent Dialysis Patlents by Primary Diagnosis

December 1998
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. GENDER
In 1998, males represeMed over half of the ESRD incident and prevalent population, 53% and 52%
respectively. With the exception of Networks 6 and 8, all Networks reported a higher ratio of males to
females (Appendices I and 1).

* TREATMENT MODALITY
Today, ESRD patients have a variety of choices for outpatient renal replacement therapy. They have
the option of dialyzing at home, in a hospital-based facility, or an independent facility offering
treatment. Some transplant centers, in addition to providing kidney transplants, offer dialysis services.
Appendices K and L display dhe number of patients in each Network by modality.

Table 4 lists Medicare ESRD providers by type of service offered by Network. As expected based on
patient populations, Network 6 has the largest number of dialysis providers (314) and Network 16 has
the smallest number of providers (96).

While in-center hemodialysis is the predominate modality choice, changes are occurring in Reritoneal
dialysis (Appendix M). Continuous cycling perihoneal dialysis rose between 1997 and 1998 in most
Networks. hi-center peritoneal dialysis fell in al Networks as did CAPD (Appendix N).
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TABLE 4

MEDICARE ESRD PROVIDERS BY TYPE OF SERlVICE AND NETWoRK

DECEMBER 31, 1998

Network Total Tracnsplant Dilysis Hptwl ldpeident

, . 122 15 118 40 78

2 183 14 181 101 80

3 109 3 108 48 60

4 208 14 189 39 150

5 246 15 240 48 192

6 314 10 308 25 283

7 230 7 226 15 211

8 253 12 246 15 231

9 7250 16 244 52 192

10 118 8 116 34 82

11 258 20 249 113 136

12 193 18 182 50 132

13 212 18 203 32 171

14 263 20 247 13 234

15 175 14 166 30 136

16 96 5 93 32 61

17 143 9 136 29 107

18 213 17 203 18 185
Total 3,586 235 3,455 734 2,721

'HoNpite d nnd IndpondMnn 00pi inniudd in I hr 1t01. dinlynr odpnt-
Nonn: Dnnail don no ad to tmii btoto nn mx cnsplta G000 alto provide diatyrir xronoonendsn Onmnd aed4in ns dialyajo prxvidnn.

According to the annual facility surveys conducted by the Networks, 13,212 transplants were
performed at 235 transplant facilities within the United States during 1998. Of these transplants, 8,859
were from cadaveric donors while 3,498 were from living related donors and 825 from living non-
related donors. Cadaveric donors represent 67% of transplants performed, but due to decreases in the
availability of cadaveric donors, the percent of living and living unrelated donor transplants have
increased in recent years and in 1998 represented 33% of all transplants performed. The number of
patients waiting for a kidney transplant is listed in Appendix 0.

Table 5 and Appendix P list the number of transplants performed by Network. Networks 11 and 14
had 20 transplant centers each. Network I 1 performed the largest number of transplants in 1998,
1,375. Network 3 performed the least number of transplants, 314 and had the least number of
transplants by living related donor.
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TABLES
KIDnEY TRAPWLANTn BY NETwORK

CA(LNDAR YEAR 1998

Toal Cadrveele UvIng Relad LIving Unrelated Unknown

-Network | Don.-TrDpb- -Donor - Donmior -,,

1 628 339 . 221 68 0

2 841 549 242 50 0

3 314 214 87 13 0

4 832 671 141 19 1

5 853 467 249 137 0

6 788 573 188 27 0

7 663 536 108 19 0

8 671 454 175 42 0

9 1 972 731 241 0 0

1o 557 350 207 0 0

11 1,375 818 420 137 0

12 657 461 157 39 0

13 393 275 98 20 0

14 954 681 228 45 0

is 629 368 188 44 29

16 445 278 134 33 0

17 662 444 167 51 0

18 978 650 247 810

. Total 13,212 8,859 3,498 825 30
5o> 99 Fact v S MqMdis- Pciid

NETWORK DESCRIPTION

The start of 1997 marked the 2 0 ' year of the ESRD Network programn. The program began in 1977

when HCFA published the final regulations establishing 32 Network Coordinating Councils to

administer the newly funded ESRD program. With only 40,000 dialysis patients receiving care in 600

facilities, the Networks' responsibilities focused on organizational activities, health planning tasks, and

medical review activities.

By 1987 the ESRD program encompassed over 100,000 patients and 1,800 facilities administering renal

replacement therapy. At this time, Congress consolidated the 32 Networks into 18, redistributing and

increasing their geographical areas as well as their program responsibilities. Funding mechaninms

changed when Congress mandated that S 0.50 from the composite rate payment from each dialysis

treatment be allocated to fund the Network program. In 1988, HCFA began contracting with the ESRD

Networks to meet their legislative responsibilities. These contracts placed greater emphasis on quality

improvement activities and standardizing approaches to quality assesasment. Networks still collected

and analyzed data for quality improvement, but health-planning functions diminished.

The Networks began working on a new three year Scope of Work (SOW) in July 1997. The contract

established a new ESRD Network Organization Manual that allowed HCFA to efficiently modify some

requirements of the ESRD Network program while enabling Networks to better understand contract

responsibilities.

7
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The impact of the new manual is more significant to the daily operations of the Networks. As specified
in the Scope of Work, each Network is responsible for conducting activities in the following areas:

I . Quality Improvement
2. Community Information and Resource
3. Administration
4. Information Management

HCFA contracts require each Network to have an Executive Director, a Director of Quality
Improvement, and a Director of Data Management as well as other necessary staff to fulfill the contract
obligations. The role of the Executive Director is to coordinate the activities of the Network. The
Quality Improvement Director coordinates quality-related requirements and creates and implements
quality improvement projects. The Data Manager's role is the accurate recording and transmission of
data between the facilities, the Network, and HCFA.

In addition to these staff, Networks employ other individuals to accomplish contract responsibilities.
Though these positions vary from Network to Network, additional staff in the areas of quality
improvement and data are essential for the coordination of the many Network activities. Table 6 shows
the type, number and percent of staff employed by each Network.

TABLE 6
NETWORK STAFF BY TYPE, NUMBER AND PERCENT

DECEMBER 31, 1998

Administrative Quty > . Data Patient Servies
Network # % N % # Va % # % Total Staff

-1- 3 33% 2 22% 3 33% I 11% 9
2- 3 30% 2 20% 4 40% l 10% 10
3. 4 36% 2 18% 5 46% 0 0% 11

-4, 3 37% 2 25% 3 37% 0 0 8
'5 4 37% 3 27% 4 27% 1 9% 12
6 3 27% 3 27% 5 46% 0 0% 11
7 2 22% 2 22% 4 44% 1 11% 9
8 2 _ 25% 2 25% 3 37% 1 13% 8

9/10 5 39% 2 15% 4 31% 2 15% 13
1 2 18% 3 27% 4 37% 1 9% 11
12:. 3 43% 2 29% 2 29% 0 0% 7
13. 2 22% 2 22% 4 45% l 11% 9
14 3 27% 4 37% 3 27% 1 9% 1i
I5- 2 25% 2.5 31% 2.5 31% - 12% 8
16:. 2 29% 1.5 21% 3.5 50% 0 0% 7
'17 3 30% 3 30% 3 30% l % 10
18'- 3 37% 1 13% 4 44% l 13% 9

5- 1998 Nwt Anil Rpa

As seen in Table 6, Networks operate with a relatively small number of employees for the size of the
ESRD patient population served. The patterns of staffing are similar across the Networks, with respect
to the number of staff assigned to fumctional categories but still reflect regional variations. Over
seventy percent of the Networks have patient services staff while the other Networks handle these



103

responsibilities through their quality improvemem or administrative persontel. The staff classification
areas above are for calculation purposes only and often do not indicate the true nantre of staff work
duties. Due to the small staff size in the Networks an administrative assistant may be responsible for
supporting the quality inprovement staff a portion of the time and the data staff the other time.

Network staff are supported by a variety of committees with volunteer members from within the
Network-area. Each Network is required by contract to specify appropriate roles and functions for
these committees and each is required to have the following:

Network Council: A body composed of renal providers in the Network area that is representative
of the geography and the types of providers/facilities in the entire Network area as well as at least
one patient representative: The Network Council serves as a liaison between the provider
membership and the Network.

* Board of Directors (BOD): A body composed of representatives from the Network area including
at least one patient representative. The BOD (or executive committee) supervises the performance
of the Network's administrative staff in meeting contract deliverables and requirements and
maintains the financial viability of the Network.

* Medical Review Board (MRB): A body composed of at least one patient representative and
representatives of each of the professional disciplines (physician, registered nurse, social worker,
and dietitian) that is engaged in treatment related to ESRD and qualified to evaluate the quality and
appropriateness of care delivered to ESRD patients.

* Any other committees necessary to satisfy requirements of the SOW. These committees are
designated by the Network and/or BOD and may include, but are not limited to patient advisory,
grievance, organ procurement, transplant, finance, and rehabilitation.

HCFA NATIONAL GOALS AND NETWORK ACTIVITIES

The 1997 Scope of Work outlines four goals to provide direction to the national ESRD Network
program. These goals outline the basic functions of the ESRD Networks and are used to direct the
Network daily activities. Each Network tailors their activities to meet and exceed HCFA expectations.

The four goals for 1998 are:

I. Improving the quality of health care services and quality of life for ESRD beneficiaries;
2. Improving data reporting, reliability and validity between ESRD facifities/providers, Networks and

HCFA;
3. Establishing and inproving partnerships and cooperative activities among and between the ESRD

Networks, Peer Review Organizations, State Survey Agencies and ESRD facilities and providers;
and.

4. Evaluating and resolving grievances.

These goals and how the Networks accomplished them are discussed below.

9
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GOAL ONE: IMPROVING THE QUALITY OF HEALTH CARE SERVICES AND QUALITY OF LIFE
FOR ESRD BENEFICIARIES

* QUALITY II'PROVEMENT PROJECTS

The Networks are required to conduct Quality Improvement Projects (QIPs) to assess and improve the
outcomes of care provided to ESRD beneficiaries. Quality improvement, as defined in the Scope of
Work is 'a continuous process, using information from data on processes and outcomes of care to
recognize oppornunities to improve care and to develop measurable improvement initiatives.' A QIP is
a collaborative effort between Networks and health care providers and/or beneficiaries, which results
in a measurable improvement of outcomes. The Dialysis Outcome Quality Initiative (DOQI) clinical
peacdce guidelines published in the fall of 1997 provide the foundation for Network QlPs. Each QIP
submitted to HCFA for approval must fit into one of four broad categories. These are adequacy of
dialysis, anetnia, prevention, and vascular access. Table 7 and Appendix Q show the types of Quality
Improvement Projects implemented by each Network during 1998.

TABLE 7
QUALrIy IMPRovEMENT PROIECtS

CALENDAR YEAR 1998

treasng the Utilittion of Pemnanea Arcess in Itioedm Hendilaysns Pusesas
tnprovisang ntoe1 Vainuion asues

2 tatprocvin Peniso-eat Dialysis Adeoy Measres
| Early Denecion of Venaus Stosois in AVG's so Precasa Thmmbosis

Vascular Access
Coopmrive Asenia

4 Adnquacy of Dialysis
_ Erly Refernat Lo Nepruologv Care

S Iap-ciag she Adequacy of HernodiaIysis Dialysis in ESRD Nervork 5
_ nacovin -tnttaenaa Vaccinaon RBaes

6 lanp-sciag tnflaena Vacinion aRues
Improviag Hepatitis B Vuccinuion Raes
Periloneat Adequacy

7 ESlD Hepatitis B V ine Study
f__ Cs'n ive ESlD Vasculr Access

B HeorodiaIysis Adequacy
_ Inusnving Peritoseal Dialysis Adeuacy in Nersvosk S

9110 Pecionea Dialysis Prespsion A y
HemdooiIvsis Cenes Venoss C er

It A Syses Based Apsnach to Quality lmpronesnea
Srrm__ .eries for Maasadsi e Corlinumn of Care in st.e ESRD Patina

I2- V-euhr Access Quality tanpraveare Projet
_ muoving Heptitis B Vcssation Eates

13 Early Dertaion of Ve.-s Stenosis in AVG's ao Prevem Thmsbosis
AdUaCy of Henodiatysis

-4U ESRD tsaesniaioa Coopenaive Pmiea
U Pereiroeal DialyszA Adeiuacy
- utp-vin Influen V inuion Rrs=

16 Redica rh ate of Heoialysi Aomes Infouion
17;- Imnp Adeuscy of Hesosdialyis Paties in Nmhtem Ca1ifinmia ESRD Patienas
* , Vascuar Access: Inanaig & Mimainaiag AV FirAea

sce ovina Hepatitis B Vcisi Ratum
5sua551MNdea1,sAesa1 Rapoe
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In addition to their QlPs, Networks promote improved quality through:

* Participating in the collection of Dialysis Outcomes Data (Core Indicators Project):
* Conducting special projects and studies;
* Encouraging patient vocational rehabilitation programs;
* Providing educational opportunities and materials;
* Collaborating with Peer Review Organizations on state specific quality initiatives; and
* Providing technical assistance to state survey agencies.

* CORE INDICATORS PROJECT

The ESRD Core Indicators Project is a product of the joint efforts between HCFA, the Forum of ESRD
Networks, Networks, and other members of the renal community. Implemented in July 1994, the
project collects data on measurable treatment outcomes to generate national and Network-specific data
that reflects care provided to ESRD patients. The purposes of the core indicators project are to:

* Assist ESRD providers in improving care delivered to dialysis patients:
* Compare the prevalence of important clinical characteristics for adult patients; and
* Identify opportunities to improve care.

The four areas of care monitored by the core indicators are:

* Adequacy of dialysis measured by urea reduction ratio (URR);
* Anemia management measured by hensatocrit;
* Hypertension measured by pre/post dialysis diastolic and systolic blood pressure; and
* Nutritional status measured by serum albumin.

Annually, each Network validates the dialysis patiem population within its geographic area. After the
process is complete, a census report is produced for HCFA containing such items as name, gender,
etiology of ESRD, Social Security Number, and date dialysis was initiated for every hemodialysis and
peritoneal dialysis patient alive within the calendar year. HCFA then selects a random sample of in-
center hemodialysis and peritoneal patients. In 1998, the sample consisted of 8,838 in-center
hemodialysis patients and 1,650 peritoneal dialysis patients (Tables 8 & 9). Once a random sample of
patients is chosen, HCFA then uses data specific collection forms to obtain core indicators data.
Networks collect and enter each patient form into a standardized data file ensuring the data are correct.
Once all the data are collected, HCFA analyzes the core indicators data and provides feedback reports
to the Networks which, in tun, are distributed to dialysis providers.

Tables 8 and 9 illustrate the sample number of in-center hemodialysis and peritoneal patients within
each Network that was taken at the end of 1998. As noted the sample ranges from 2.5% to 9.4% for
hemodialysis patients.

ItI
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TABLE S
I998 CORE INDICATORS PROmECT

NUDER OF ADULT (e 18 YEARS) IN-CENMR HEMODIALYSIS PATIENTS BY NETWORK AND SAMPLE SIZE
DECEMBER 1998

Nork Decmbe 1998 Swje SiU.
1 8,181 48S
2 16,701 497
3 X v 9.309 489
4 11.170 492
5 13.982 494
6 19,S44 498
7 12.333 493
8. 14,163 495
9 13,958 494
10 9.275 488
11 12.949 494
U2 7,788 485
13 9.S94 489
84 17,745 498
1s 8,788 488
16 5,033 472
17 10.386 490
is 15,945 497

ToIw 217,044 8.838
So: 1999 ESRD Co. Indi- Rqp

TABLE 9
1998 CORE INDICAToRS PROJECT

NUMBER OF ADULT ( 2 19 YEARS) PERrToNEAL DIALYSIs PATIENTS BY NETWORK
SAMPLE DECEMBER 1998

I 74 | 115
2 99 L_ 89

4 7014 9
9 89 1s 70
6 163 16 76
7 71 17 70
B 102 lB 117

89 1.650
S- 18999 ESRD Co- 14 .di. ftojm

12
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Figure 3
Percent of adult (aged >18 yrs) In-center hemodiahysis patients with mean KtNV > 1.2. by
Network, In Oct-Dec 1998, 1999 ESRD Clinical Perfommace Measures Project
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Figure 4
Percent of aduit (aged >18 yrs) In-center hemodialysis patients with mean hemoglobin
> 10 gmldL. by Network, In Oct-Dec 1998,1999 ESRD Clinical Performace Measures
Project
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The above figures (Figures 3 & 4) report findings for two of the core indicators, adequacy of dialysis
and anemia, for the adult, in-center hemodialysis patients. These data are representative of the patients
included in the 1998 core indicators sample. Using data collected on each selected patient, average
values for adequacy of dialysis was calculated by KtIV (a specific calculation factoring in patient size,
time of treatment and dialyzer clearance). The percent of patients receiving adequate hemodialysis is
displayed in ascending order by Network and for the U.S. Figure 3 shows the percentage of patients
with a Kt/V > 1.2. The threshold used in reporting, KtIV z1.2, is the minimum acceptable level set
forth by the DOQI Clinical Practice Guidelines. Figure 4 illustrates the percentage of patients with
hemoglobin > 10 gmldL varied among the Networks, ranging from 72% to 85%.

Each year that the Core Indicators Project has been performed, there have been statistically and
clinically significant improvements made in hemodialysis adequacy and anemia management. See
ESRD Core Indicators Reports for more details.

* SPECIAL STUDIES AND PROJECTS

Networks develop special studis to examine issues specific to each Network area and patient
population. While these studies are often linited to only one Network area, some projects are
developed to incorporate multiple Networks.

Examples of Network special studies are provided below as well as Appendix R:

Network of New England Clinical Indicator Project (Network I)
Network Core Indicators Monitoring (Network 2)

. ESRD Emergency Preparedness Resources for Pennsylvania and Delaware Dialysis Facilities
(Network 4)

* Vancomycin Resistant Enterococcus (VRE) (Network 5)
Familial Clustering of End-Stage Renal Disease in HPV-Associated Nephropathy (Network 6)
Evening Dialysis Study (Network 7)

* The Physician Activity Report (Network 9/10)
Transplant Reviews (Network 11)
Pre-ESRD (Network 15)
Northwest Renal Mortality Report (Network 16)
1998 Pacific Island Core Indicators Follow-Up (Network 17)
R Heparinization Practice Project (Network 18)

* Cooperative National Study of Renal Decisions (CONSORD) (Networks 5, 8, 11, 18)

* VOCATIONAL REHABILITATION

Networks are responsible for assisting providers in defining or establishing rehabilitation goals for
referring suitable candidates to vocational rehabilitation programs. Networks study the patterns of
patient employment within the Network area. They maintain and distribute vocational rehabilitation
information to providers and patients. The vocational rehabilitation information includes dialysis shifts
available after 5 pm, job placement programs, exercise programs, and educational materials.

Networks are contracted to report the number of patients between I8 and 55 years who are referred for
vocational rehabilitation and the number of patients in this age category who are employed or attending
school (full or part time). Table 10 provides the percentage of patients between 18 and 55 years in
these two categories by Network. In calendar year 1998, Network 5 reported the highest percent of

14
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referrals (16.5%) and Network 3 reported the highest percent of patients employed or attending school
(40.1 %). Appendix S provides additional information on vocational rehabilitation in the Networks.

TABLE 10
VOCATIONAL REHABILITATION BY NETWORK

DECEmhBER 31, 1998

' Ptd is-55 Yu. Ptemt orP lt.a. 18-55
NethWk errHed to Vo.ti.1 Y. Eployed or

Rd,.bt.f- Attding Sbhea
1 4.0 31.2
2 7.7 29.6
3 HA.t 40.1
4 6.5 26.7
s 16.5 27.0
6 - 10.4 19.7
7 7.4 21.2
8 2.6 19.2
9 3.0 25.5
1o 6.3 19.9
11 t0.o 26.1
12 7.5 36.0
13.1S. 20.1
14'. 7.5 23.2
Is 12.3 34.5

16.t 3t.1
17 7.1 24.4
tO- 0.2 23.9

Nithal A-m . S t81 26.6
Swe: 1998 Nook A-n.l R0.F

* EDUCATIONAL OPPORTUNITIES

Networks serve as a clearinghouse for educational materials with the purpose of increasing the
understanding of End Stage Renal Disease, the care/treatment required, and other related issues.
Networks distribute these materials not only to patients and their fatnilies, but also to other concerned
parties such as dialysis facilities and other renal related organizations. An example of educational
materials developed by some Networks include disaster preparedness guides; patient advocacy
documents that help patients play a proactive role in improving their health; patient and facility
newsletters; information on resolving patient grievances; and vocational rehabilitation information.

Networks also plan and provide support for various educational conferences throughout the year.
These conferences benefit both the care providers as well as the patient population. Many Networks
provide annual educational conferences and seminars directed toward nephrology nurses and
technicians, nephrologists, and social workers. Often the seminars are held in conjunction with the
American Nephrology Nurses Association and National Kidney Foundation.

15
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GOAL Two: IMPROVING DATA REPORTING, RELIABILITY AND VALIDITY BETwEEN ESRD
FACILITtES/PROVIDERS, NETwORKS AND HCFA

To accomplish the second goal, Networks utilize both internal and external databases to track various
data. -Data reporting is an essential function of the Networks.. Accurate data collection has a two-fold
purpose:

1. Aids the Networks by providing a look at issues facing the regional ESRD population and a check-
system to measure facility accuracy and timeliness;

2. Provides the national ESRD data system with accurate data to support quality improvement
initiatives, HCFA policy decision and the USRDS research activities.

Each Network supports and maintains its own database to store patient specific information and ESRD
related events. On a broad level, these databases maintain demographic data as well as track patiem
transactions such as clhanges in modality, facility, transplant status. or death. .In this manner, Networks
are able to maintain accurate counts of patients within their area.

The information tracked within Network databases is collected from the ESRD provider through the
Medical Evidence Report Form (HCFA 2728) and the Death Notification Form (HCFA 2746).
Providers are responsible for submitting these documents in an accurate and timely manner. Networks
monitor providers based on their data submission practices and are responsible for addressing non-
compliance. Other clinical data elements are also retained in their Network database for quality
improvement activities.

Networks are also responsible for transmitting these data to HCFA using the ESRD Data Entry and
Editing System (EDEES). Each month, Networks must upload all information collected in EDEES to
the HCFA database. Table I1 shows the number of forms collected by Networks in 1998.

TABLE 11
DATA FoRms PROCESSED

CALENDAR YEAR 1998

Medical Evidence Death Notification
Network (HCFA 2728) (HCFA 2746) TOtal

3,690 2,530 6,220
2 6,414 4,240 10,654
3 3,050 2,924 5,974
4 4,583 2,937 7,520
5 5,705 3,659 9.364
6 6,910 4,333 11,243
7 9,548
8 4,760 3,294 8,054
9 6,699 4,267 10,966
10 3.871 2,327 6,198
11 6,000 4,000 10,000
12 3,912 2,602 6,514
13 3,986 2,660 9,548
14 6,327 4,038 10,365
IS, 3,878 2,263 6.141

-16 2,265 - 1,477 3,742
177 4,093 2,661 6,754

-18 6,707 4,216 10,923
5K 1991 Neck A- irum

iON k noo oe poded

16



ill

Recognizing tie need to standardize each ESRD Network's data system, HCFA began working with the
Networks and Forum of ESRD Networks to accomplish this standardization. In October of 1997, the
Southeastern Kidney Council (Network 6) was awarded a 24-month contract to design, develop, and
install Standard Information Management System (SIMS). The purpose of the project is to design,
develop.-purchase and install a standard infornation management system that supports the ESRD
Network Organizations. It will also provide communication and data exchange links among the
Networks, HCFA, and other segments of the renal community to support quality improvement activities
that relate to the treatment of ESRD. Throughout 1998, Networks began shaping the project through
established workgroups to determine core data set elements, security issues and a standardized data
dictionary. Two Networks, Network 5 and Network 6, began Alpha testing SIMS in November 1998
with Beta testing expected to begin in lure 1999. SIMS has an expected release date of December 1999
(Southeastern Kidney Council 1998 Annual Report).

In building this information infrastracture. the Networks hope to better pursue initiatives to measure
and improve the quality of healthcare delivered to the ESRD patient population. The ultimate goal of
SIMS is to improve the quality of care delivered by making ESRD data more accessible to dialysis
facilities, Networks and the renal community.

GOAL THREE: ESTABLISHING AND IMPROVING PARTNERSHIPS AND COOPERATIVE ACTIVITIES
AMONG AND BETWEEN ESRD NETWoRSc, PEER REvtEw ORGANIZATIONS
(PROS), STATE SURVEY AGENCIES AND ESRD FACILITIES AND PROVIDERS

Networks participate in a number of activities with organizations facilitating cooperation and joint
ventures to fulfill this goal. Each Network creates unique partnerships with organizations to help
provide better care for the ESRD patient population.

All Networks provide support and leadership to the Forum of ESRD Networks. Network MRB
Chairmen and Board members, Executive Directors, and other staff members assist the Forum by
volunteering for positions on the Forum Board of Directors as well as on various Forum committees.

The Forum, as a result of the participation of all 18 Networks, has been instrumental in developing and
promoting a number of national initiatives that improve partnerships within the Network system. These
include the SIMS initiative, the semi-annual meetings of MRB Chairpersons, development of a strategic
plan, quarterly conference calls among the Executive Directors, and distribution of clearinghouse
materials to all Networks.

The Forum received several contract modifications from HCFA in 1998 to assist in serving the
Networks more efficiently. The Forum sponsored a Spring meeting between HCFA representatives and
the Networks. The meeting drew representatives from HCFA, Network staff from their Data, Quality
and Executive departmrents as well as many Network Medical Review Board Chairmen to discuss issues
impacting the ESRD Networks. The Forum also received a contract modification to print and distribute
the 1998 ESRD Core Indicators Data Collection Form as well as to format and distribute the Core
Indicators Supplement and Highlight Reports.

In addition to working with the Forum, Networks foster relationships with Peer Review Organizations
(PROs). As seen below in Table 12, Networks inplemented cooperative studies in conjunction with the
PROs in the area of quality improvement during 1998. The projects varied from Network to Network
but all projects focused on improving the care received by ESRD patients.
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TABLE 12
'1998 NETWORK-PRO COLLABORATION PROJECTS

NUrWORK,, W6N§tWj- W.,MOQ Z 5$ S-4KffATCWWileXW~fiE;RNNW
2 . I,,s -; laral P- RerPev Orpfizatio- Mhouofing AV Gfts for Early Dseation of Venous

+. '4 0 i5^T ' -~ Sersis
5 .. Delnrarra ooundiion for Mndiral Cm thoproving the adqocy of hnoodilysis

S West Virgoin Medical Inuirure D.elrnarva Foondation for Increasing the idlaonza vaccination nre
; * Medical Cae. Virgim. Hea1th Qal ity Ctner

.. _7 ._t_ _ Florida Medical Odaity Assorer. Inc. Hepatitis B VAcinasio
a y - Mid-Sooth Foondaion for Medici C.. Foo, rre

t 11- 8t Michigao PRO Rlu vaccinatioo
Norh Dakota PRO Suategies for Managing the Comtatn of Care io the ESED

* * 2 .- f ~~~~~~~~~~~~~~~~~~~Patinfi
; 3 -_ A, Louisiana Health Core Review, Ic. VASMdar Access
.__4: _ Te-ss Medsca Foonddation Bs-Wise omronize QIP prntocol

.15_ S11 Colorado Porundauion for Medical Care Penstoneal di apis adrtocy
-- 15.- Mmomramo Pacific Qudity ue 1th FPooroion Pe-ESRD C-

.0:. 6-> PRO-West Vascura Arcess CPMs
w-7 Rf - CMPI I. Heptitis B vciaion dtosboom saos mong ESRD

u potirots in Northem Californhi

Networks communicate with State Survey Agencies (SSAs) through the exchange of newsletters, annual
reports, and other appropriate quality reports. The high degree of communication helps to facilitate the
exchange of ideas on issues of quality improvement and patient grievances.

Networks continually communicate and coordinate activities with members of the renal community. In
addition, they have fostered strong relationships with advocacy and research organizations. Some of
the renal community Networks work with include:

* AAKP: American Association of Kidney Patients
* AKF: American Kidney Fund
a ANNA: American Nephrology Nurses Association

ASN: American Society of Nephrology
a NKF: National Kidney Foundation
* NRAA: National Renal Administrators Association
a RPA: Renal Physicians Association

Other organizations Networks work with include:

* CDC: Centers for Disease Control
a FDA: Food and Drug Administration
* NAHQ: National Association for Healthcare Quality
* UNOS: United Network for Organ Sharing
a USRDS: United States Renal Data System

Many of the ESRD Network personnel are actively involved on renal community Boards of Directors
and comnintees. For example, several ESRD Network staff work closely with both tie National
Kidney Foundation (NKF) and the American Association of Kidney Patients (AAKP) to avoid
duplication of services ss patients within their Network area.

18



113

AU ESRD Networks collaborate with UNOS to collect transplant data. The Networks' assist UNOS in
collecting forms dealing with transplantation which are overdue and UNOS in atrn supplies data and
reports.

GOAL FOuR: EVALUATING AND RESOLVING PATIENT GRIEVANCES

Networks are responsible for evaluating and resolving patient grievances. Each Network has a formal
grievance resolution protocol, approved by HCFA. During 1998, Networks processed 105 formal
beneficiary grievances. This represents a small decrease from 1997.

A formal beneficiary grievance is a documented complaint usually alleging that ESRD services did niot
meet professional levels of care. This type of complaint requires the Network to conduct a formal
review of the information and an evaluation of the grievance. which may require the involvement of a
Grievance Committee and/or the Medical Review Board.

Grievances come to the Networks in many forms, and from many sources including telephone calls and
letters from patients, families, facilities, and patient advocates. Though many of these 'complaints'
never reach the formal grievance stage, Networks dedicate large amounts of staff time responding to
these concerns. It is estimated that ESRD Networks process about 3,0)0 such patient conceras
annually. The relatively small number of formal beneficiary grievances is an indication that Networks
address most concerns before they become formal grievances.
Tables 13 displays the number and type of formal written grievances filed in each Network during
1998.

TABLE 13
FoRMAL GRIEvANCES PROcESSED

CALENDAR YEAR 1998
Network | of Grieva s Netwrk of Grievanees

I_ _ _ 0 [ 11 0
2 1 2 [ 12 S
3 0 13 8
4 1 14__ __ __ _ tO
5 10 LS __ 3
6 22 16 0
7 10 17 ____ 2
81 16 18 ___ 1,

9/10 | 8 Total 118
Smw.e 1991 Noawk AD~tSorum

As noted, several Networks (1, 3. 11 and 16) had no formal grievance investigatons in 1998 while
Network 6 processed 22 formal grievances. Table 14 groups grievances into broad categories based on
their general type given their description in each Network's Annual Report. The majority of the
grievances relate to the patiem's relationship to the staff and complaints regarding the staff or dialysis
provider. The majority of the complaints lodged by facilities concern the handling of disraptive and
abusive patients.
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TABLE 14
TYPE OF GRIEVANCE

TreaUmnt Relaed
* Any -ottern reating ro the medicl tranoen-. patinm receives the unit. These

tay ittltde tit of -unimen. availabilily of treatn times. quality of seatmen
received. etc.

Physical Evio-tet
* Any cottrn reMlinrg t the physical amtospere of the unit. These may ielude

temenratre. crcrnitmsn hrds. ec.

SUtffProvid Related
* Any rtrnmm ielrdirg difficties with pmvidee policies or staff suh as

pmofestsiod bdevior. compey. adherett o policy esc.

DrsnqxivdAbusive Patient
a -These complains edged by the facility. cose h.o o hundle a patiemn an/or

family that is disruptive basive. or tnt-conplim.

Patient Transfer Related
* These complaints relate to the iwn-facility patinm transfe process.

Tansien Dbllysis Related

* Any copliot cottnsd with the facility assistig the paient edor fatily in
idemifying a pmvider for tempoary dialysis trmeart.

S-ore 19S9 Netk An.a Ropotn

* SANCTION RECOMMENDATIONS

Networks are authorized to propose (to HCFA) sanction recotnuendations against facilities and to make

reconmtmendations for additional facilities in the service area, as they are necessary for each particular

Network.

During 1998, only one sanction recommendation was made to HCFA. This sanction involved a facility

that the Network felt its practices over time did not meet the standard of care and observed that the

standardized mortality rate was consistently higher than the state average. The facility was not closed

but was required to follow specific guidelines to monitor and improve deficiencies.

* RECOMMENDATIONS FOR ADDITIONAL FACILITIES

There were three Networks recommending additional facilities in their area. These recommendations

vary in their objectives which include:

. The need for a Medicare assessment of the costs to operate dialysis centers to include wage

adjustuents and local regulations to help with shortage of trained personnel.

The need for HCFA to develop a billing code to accommodate the non-chronic, acute patients who

require dialysis for an extended period of time. These patients do not need be hospitalized, but do

require dialysis treatment until kidney function returns. Due to billing complications it is difficult

to accommodate these patients in the traditional outpatient setting.
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* The difficulty of providing ambulance transportation for hemodialysis patients in Skilled Nursing
Facilities due to Medicare bundling costs.

* The need to increase transplantation services in one Network.

. The need to evaluate a mechanism for reimbursing acute care facilities adequately for treating
patients wbo canmot be treated in chronic facilities due to behavioral problems.

* SUMMARY

This report summarizes highlights of ESRD Networks 1998 activities. The following Internet
addresses provide additional infornation about the ESRD Networks and the ESRD program. AlR
Network web sites can be access through the Forum's home page, www.esrdnetworks.org.

NErwoRK WEB ADDRlssES
NetworkI

I tu:/w.-etwrkofnreeneRsand.ar
2 - h:// .esrdntwork. oRnetworsnetne.htm
3 h 1/:/luww.aceb.ora
4. ht/I:ww/ea.idetnworkas/newormet4/net4.hut
5. ://www.esrdnet5.ora
6r: :/rwww.esrdaetworb.ore/nmetworksnet6net6.htm
7: - h>: .ear.I-tworesnetworeksjrnet7/n b7.hte
81 http:/We.ardoetworim.orglnetworkalnetg/hta

9110, IIwwW.renalnetwork.org
11 it/llwww.ardworh.ore/networks/nIt /net I t.htm
12. h llwww.I rdnetwortks.nre/nworks/netl 2net 12.hon
131 llwww:.esrdneworks.or/nerworkslnetl2mnesl2.htm
141' htW:llwww.aeDhrn.com/ne14.html
15 lDl/www.esrdnetworksa.orlnetworks/netli/net15.htn
t16. http://www.nwrenaLnerwork.ort
17- hItt:/Iww.nerworkl7.ora
I h ://ewww.ardnetworka.ore/networks/ntlS8/netl .htn

SM8 hDt://www.simsproiect.com

ORGANIZATION WED ADDRESSES

I AN 111i-. hupwanatei.... SDD Itm:/Avwww kida a~rj

A copy of a siecific Network Annual Report can be obtained from the Network office. Network
addtesses anld telephone numbers are listed on the inside front cover of this report.

21



116

APPENDIX A
1991 INCIDENCE AND PREVALENCE BY DIALYZING NEIWORK

-NwomrkzP- Pni Nev to ESRD In 1998 PadextsDlayzing at 12/31/1991
3.469 9,606
6,196 18,829
3,980 11,394
4,698 12.315

5.588 15,865
6,809 22.450
5,182 14.268
4.464 14,435
,-+ 9. 6.937 17,351

#I~f.-..k e4,215 10,991
29X e7,; 5.882 15,501

3,608 9,533
3,622 10.699
6,388 19,474

m- si'if~~~i r3,67 10,056
2.184 6,198
4,112 11,902

*--__, - 6.281 17,908

T69aIB.T i 1 a7,301 248,845

Sag: 1991 Nnk A-mOI kpop-
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APPENDIX B
STATE AND NATIONAL ESRD INCDENcE RATEs

CALENDAR YEAR 1998

=F: I_ G-R Pqh1d- fd Raft r.
Paff' Ride~ 1 9 9 ftflSm Am P,
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APPENDIX B
STATE AND NATIONAL ESRD INCIDENCE RATES

CALENDAR YEAR 1998

..d.a.d -ESRD -- G PorPp1tian e Iddmc RPf P.r
Pitb' Rede. T py 1998 ' 711/98) MDlbI Pvshlio

Uxown US 239
.It0d1 StJt 86,079 270,298,524 318.46

Am. ci Sm, 9 62.093 144.94
G-,~ 73 149,101 489.60
P.,t Rico 1.062 3.860,000 275.13
MP-li s 22 66.61 1 330.28
Vild. id-. E 35 118.382 295.65
1IU om 7
US fid T"Wito,4i 87,287 274,554,711 317.92
Outide US 14
T4d61 N- ESRD 07,301 274,554,711 317.97
5- of PoplaioC Cons,: floD.ocns goop oIoqu,,,ho /SW97TI.,,.

hop 1w'oo, o,~goovlcgii oinlpohd~o~
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APPENDIX C
INCIDENCE; INCREASE (DECREASE) FROM ENID YEAR 1997 AND

End Yeanr 1998

Ralients' ResidenceIniftbied EISRD Inithtd ESRD 9b Diferene
7berny 1997 Tberrpy 1998

1.378 1,580 15%

Saliforriia ~~~~9.094 9,861 8%
olorado ~~ ~ ~ ~~~683 761 1

Iuneci 946 948 0.00
Zelaware ~~ ~ ~ ~~~184 252 37 %

Columbia Col 37842 1
lond~~~~~~t ~~4,955 5,191 5%
3eorgu ~~~~ ~ ~~2,433 2,567 6%
iwitu ~~~ ~ ~~ ~~420 457 9%
dabo ~~ ~ ~ ~~ ~~214 230 7%
Itiriois ~~~~~~3,998 4,395 10%
Slians ~~~~ ~ ~~1,618 1,8ti4 15%
owa ' ~~~ ~ ~~~~595 666 12%

tber~~~~ucky ~~~1.066 I1.160 9%
24usi~~~~~ula ~~1.722 I1.928 12%

Ll ~~~~~~~&10 4daryl~~~~~uld ~~1,810 2,018 11%
assachusertS ~~~~1,592 1,625 2%

slichig~~~~~an ~2,883 3,131 9%
drmeS~~~~~ts ~~980 1,058 8%

ississippi 1,063 1.105 4%
drssouri ~~~~ ~~1,636 1,799 . 10%
doutana ~~ ~ ~ ~~~140 158 13%
9ebrask~~~~~~l ~401 433 8 %

406 459 13%
Hamp sh-r 193 219 13%

9wJersey 2.781 ~ 3,033 ~ 9%
9wMexico, 448 4e66 4%
9wYork 5,863 6,199 6%
lrbCarolina 2,512 2,712 8%

a _ _ 5M_ ~~ ~ ~ ~~~~~~3,8 3.tt65- _ _ .
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APPENDIX C
INCIDENCE INCREASE (DEcREASE) FROM END YEAR 1997 AND

END YEAR 1998

eats' Residence Initiated ESRD Initiated ESRD % Difference

Therapy 1997 Therapy 1998

Oklabonu 901 987 10%

618 649 5%

Ivansylviia 3,959 4.321 9%

Island 267 301 13%

Carolina 1.399 1,507 8%

South Dakota 194 199 3%

Tennessee 1,729 1.752 1%

Te]Eas 5,794 6,323 9%

Utah 267 336 26%

Virginia 2,264 2,319 2%

Washington 1.023 1.075 5%

Wisconsin 1,212 1,343 11%

Wyoming 69 74 0.07_

74

Total United States 79,880 86,079 8%

Amenican Samoa 7 9 29%

Pueno Rico ~~~ ~~974 1,062 9%

Ssip~~~~~~~n ~~16 22 38%

Total US and Temtartes 80,996 87,287 8%

14

[TOtal New ESRD 80,996 87,301 8%

s: IsSII Ner-or AnnW Icp-

26



121

APPENDIX D
INCIDENCE OF DIALYSIS POPULATION BY AGE AND NETWORK

DECEMBER31, 199S

Nehok 0.19 20_29 30-39 40.49 9 6069 70|79 0 | k TOW.

1 38 79 181 303 496 781 1035 556 0 3,4692 75 184 390 731 1072 1407 1479 752 0 6,090
3 25 95 235 417 691 973 1043 501 o 3,980
4 57 III 278 492 656 1143 13u9 563 0 4.6985 61 157 409 694 924 1261 1335 529 10 5.380
6 78 247 500 931 1336 1650 1498 567 2 6,aos7' 40 116 321 339 773 1126 1474 817 0 5.206
8- 57 169 307 602 820 1087 1001 392 0 4,443
9 78 173 464 733 1097 1668 1901 814 6 6.934
10. 60 125 287 468 678 929 1139 534 0 4.220U 77 164 379 730 957 1302 1399 683 0o s.a3
12, 32 115 243 402 553 826 962 453 0 3,608
13 38 120 263 504 703 8s8 787 302 0 3,62214 101 235 475 905 1210 135473 484 4 6.388
is 61 106 264 427 674 s77 922 346 - 3,6788 l6 36 72 171 269 394 493 311 236 o 2.184
17: 51 122 233 4824303 96 106 8 1 ,1Is 74 206 361 681 983 1419 .j6 i 0 6,223TohI 1,079 2.396 0.713 10.309 14.72 20.378 s 36 86.933S Toh 1% 

3
% 7% 12% 17% 23% 25% o

hS,,,. 1898 NRk _ ___ _k
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APPENDIX E
1998 ESRD PREVALENCE OF PATIENTS BY RACE IN

NErWORK RECEIVING TREATMENT

m~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ .. .. . .. ., ~tTg' F

________g 1,812 7,368 153 31 186 56 9,606

_______a-.; 7,525 9,161 599 121 1,423 0 18,829

3 +, ,,3W568 5.296 163 28 2,339 0 11,394

.*. '<4'aa . 4,360 7,754 45 30 170 26 12,385

ty 5 - 9,462 5.673 245 0 211 274 15,865

* ~-,,.6H in*14,892 6,449 193 348 399 169 22,450

7 > 87X>9-;5615 8,304 190 37 122 0 14,268

' '. 9,136 5,136 73 66 24 0 14,435

t9i-j
2 5,992 10.916 64 73 264 42 17.351

t10; 4'841 5,504 183 36 421 6 10,991

@' 4,r.f 5,033 9,649 224 484 lit 0 15,501

1-2:- 2,760 6,575 86 105 7 0 9,533

V-j 5,897 4,228 68 430 76 0 10,699

6,160 6,864 260 67 5,936 187 19,474

t 932 7,051 237 1,547 238 51 10,056

{.tr16<2 617 4,858 425 254 44 0 6.198

,I.§;its>-t17i 2 ,170 6,188 3,409 106 0 29 11,902

I: ,18'gt.6 3505 11,914 2,082 118 289 0 17,908

Totail .94,277 128,888 8,699 3,881 1,260 840 248,845

%TkioTIw 38% 52% 3% 2% 5% 0%

Soture: 1991 ESRD Network Annual Reports. Patitnt nmwbers are denotemd those ipatents receiving tematment
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APPENDIX F
1998 ESRD INCIDENCE OF PATIENTS BY RACE IN

NETwoRK RECEIVING TREAnTENT

-p E- -ih .'- - - ..

jNetwork' =hik White :cP f Miit nder Amerccmn Oter Unknowti Total
.-I--. 483 2,845 44 5 68 24 3,469

7-2 1,952 3,467 197 25 449 0 6,090
3 1,014 1,854 49 1 1,062 0 3,980
4 r 1,159 3,414 34 8 65 18 4,698
5 , 2,613 2,589 70 0 52 56 5,380
* ̂  .6i'^ 3; 3,785 2,763 36 49 137 39 6,809

4 7t.- r. 1,488 3,600 63 9 46 0 5,206
'S. * A 2,270 2,126 21 13 12 4,443
.. 9,,,. 1,639 5,059 22 49 143 22 6,934
.'.10-r 1,510 2,385 65 19 234 7 4,220
Ut 1.} : 1,340 4,264 71 162 46 0 5,883

-*- -12 -< 780 2,726 23 24 55 0 3,608
1 :s.X3 : 1,654 1,761 19 148 39 - 3,622

.14. . 1,609 2,788 93 23 1,864 1I 6,388
M1 274 2,838 88 361 97 20 3,678

I6G 177 1,787 121 80 19 0 2,184
.1I'7L2:: 622 2,401 1,026 51 0 18 4,118

S. 62i8 2 ' 9 2 4,383 663 22 116 0 6,223
_48TaI 26,956 56,837 5,088 1,104 4,504 228 86,933
!.2-%.x~ NR .31% 65% 6% 1% 5% 0%

Soutce: 1998 ESRD Nctaork A ..nal Rpors. Patintn nombr an: derived from thos patients receivig treament
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APPENDIX G
LIST OF PRIMARY CAuSES OF END STAGE RENAL DISEASE

Diabetes
* Type II, adult-onset
* Type 1. juvenile type

Glomerulonephritis
* Glomerulonephritis (GN)
* Focal glomerulonephritis
* Membranous nephropathy
* Membranoproliferative GN
* Dense deposit disease
* IgA nephropathy, Berger's disease
* IgM nephropathy
* Rapidly progressive GN
* Goodpasture's Syndrome
* Post infectious GN
* Other proliferative GN

Hypertension/Large Vessel Disease
* Renal disease due to hypertension
* Renal artery stenosis
* Renal artery occlusion
* Cholesterol emboli, renal emboli

Cystic/Hereditary/Congenital Diseases
* Polycystic kidneys, adult type
* Polycystic, infanile
* Medullary cystic disease
* Tuberous sclerosis
* Hereditary nephritis, Alport's syndrome
* Cystinosis
* Primary oxalosis
* Fabry's disease
* Congenital nephrotic syndrome
* Drash syndrome
* Congenital obstructive uropathy
* Renal hypoplasia, dysplasia, oligonephronia
* Prune belly syndrome
* Hereditary/familial nephropauhy

Other

Secondary GN/Vasculltis

* Lupus erythemaosus
* Henoch-Schonlein syndrome
* Sclerodema
* Hemolytic uremic syndrome
* Polyarteritis
* Wegener's granulomatosis
* Nephropathy due to heroin abuse and related

drugs
* Vasculitis and its derivatives
* Secondary GN, other

Interstitial Nephritis/Pyelonehpritis

* Analgesic abuse
* Radiation nephritis
* Lead nephropashy
* Gouty nephropathy
* Nephrolithiasis
* Acquired obstructive uropathy
* Chronic pyelonephritis
* Chronic interstitial nephritis
* Acute interstitial nephritis
* Urolithiasis
* Nephrocalcinsois

Neoplasms/Tumors

* Renal tumor (malignant, benign, or
unspecified)

* Urinary tract tumor (malignant, benign, or
unspecified)

* Lymphoma of kidneys
* Multiple myeloma
* Light chain nephropathy
* Amyloidosis
* Complication post bone marrow or other

transplant

Mlsellaneous Conditions

* Sickle cell disease/aneemia
* Sickle cell trait and other sickle cell
* Post partum renal failure
* AIDS nephropathy
* Traumatic or surgical loss of kidneys
* Hepatorenal syndrome
* Tubular necrosis
* Other renal disorders
* Etiology uncertain
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APPENDIX H
1998 ESRD INCIDENCE BY PRIMARY DIAGNOSIS

Network -;D~abte6 'Hyp'-teiis6 -Glomeuloneptnritii Cystic Kidney te Un-now Total
Disqease. Causes n _

1 1,351 805 421 143 719 30 3,469

2 2,437 1,266 640 145 997 605 6.090

3 1 963 1.008 387 97 525 0 3,980

4 : 1,923 1,152 583 113 920 7 4,698
S. 2,243 1,603 639 169 524 202 5,380

-.-6' 2,988 1,912 598 185 980 146 6,809
7. 1,978 1,633 478 144 757 217 5,206

. 8 1.872 1,492 374 117 588 0 4,443

9 3,167 1.506 762 165 1,320 14 6,934

10 1,550 1,269 375 87 836 103 4,220

11 - 2,541 1,502 491 153 940 256 5,883

12 -: 1,561 990 340 191 401 125 3,608

.13 1,662 1,115 347 123 271 104 3,622

14 3,233 1,409 637 191 871 47 6,388

15 I 1,854 639 415 163 427 180 3,678

16 938 419 301 141 297 88 2184
i,: 17 1.924 827 585 162 604 16 4,118

A18 2.948 1,758 599 131 787 0 6,223
Total E 38,133 22,305 8,972 2,620 12,764 2,140 86,933

:%:of.Toal 43.86% 25.66% 10.32% 3.01% 14.68% 2.46%
Sn : 1998 Netwmk Anal Rqmrts
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APPENDIX I
1998 INCIDENCE OF PATIENTS BY GENDER IN NETWORK RECEIVING TREATMENT

NtiworkH .?, Fehili -. Unknown* Total.? In@|
,'.-:;1 * '1,896 1,573 0 3,469

3,299 2,791 0 6,090
Q53310i .-!' 2,192 1,788 0 3,980

.^- 't41iW ..- 2,585 2,113 0 4,698
2,801 2,579 0 5,380

iKt.r, -,4 ." 3,317 3,399 93 6,809
Us- l~wv;l.'. 2,890 2,316 0 5,206
etr-t->*4s~e- 2,203 2,240 0 4,443

-9-I 3,564 3,354 16 6,934
2,248 1,972 0 4,220

§z a'11' * ;e:3,175 2,708 0 5,883
1,I-= 412'; r 1,953 1,655 0 3,608

st- 13.f - 1,844 1,778 0 3,622
*~ '. .;14 4Wvtz 3,326 3,062 0 6,388
-5 X-1 2,028 1,649 1 3,678
16 - 1,214 970 0 2,184

,.'17X4§F X 2,214 1,891 13 4,118
¢4g18.t'.8gE 3,341 2,882 0 6,223

-:-Ti~al.1- 5 46,090 40,720 123 86,933
ToF~tal 53% 47% 0%

Stirc: 1998 Network Asu Reports
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APPENDIX J
1998 PREVALENCE OF PATINS BY GENDER IN NETWORK

RECEIVING TREATMENT

rk-:*Male, L . u s r - -Fea: - .U nown . .:- ;.otilL-,
.-K,~ -S I*;, 5,134 4,472 0 9,606

10,184 8,645 0 18,829
g -. , >:6,440 4,954 0 11,394

6,639 5,746 0 12,385
>fe,. .. . .: .8,329 7,460 76 15,865

6 ~' 10,777 11,308 365 22,450
7,774 6,494 0 14,268
7,071 7,364 0 14,435
9,057 8,277 17 17,351

AID '>''1 5,748 5,242 1 10,991
8,273 7,228 0 15,501
4,967 4,566 0 9,533
5,456 5,243 0 10,699

111ilt, > 9,746 9,728 0 19.474
4 -8ll5 S. 5.313 4,738 5 10,056
HiI -Jk < 3,375 2,823 0 6,198
ig71 6.129 5,761 12 11,902

s18-aE 9,370 8,538 0 17,908
Tot>;. 129,782 118,587 476 248,845

52% 48% 0%
Source: 1998 Network Arnnual Reports
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APPENDIX K
IN-CENTER DIALYSIS PATIENTS BY NETWORK MODALITY

DECEMBER 31, 1998

NETWORK Hemodlalysis Peritoneal Dialysis
-1____ 1 8,138 30
2 16,214 14
3 9,851 1

. . 4 11,099 9
13,955 45

6 19,785 0
7 12,489 2
8. 12,908 5
9 14,744 30
10 9,788 12
11 13,366 0
12 7,821 0
13 9,368 4
14 17,484 lB
15 8,844 2
16 5,052 13
17- 10,389 12
18 16.027 13

Total 217,322 210
Soue: 1998 Network Annual Rports
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APPENDIX L
HOME DIALYSIS PATIENTS BY NErwoRK

DECEMBER 31, 1998

WORK diasis -GAPD --CCPD :,-Other PD Total
1 50 583 707 1 1341
2 145 1,038 781 0 1,964
3 56 657 829 0 1,542
4 59 511 624 0 1.194
5 148 860 810 10 1,828
6 176 1,433 1,141 18 2,768
7 162 508 726 0 1,396
8 124 746 637 10 1,517
9 65 1,636 860 11 2,572

10 65 716 408 2 1,191
11 75 1,350 709 1 2,135
12 136 929 647 0 1,712
13 22 607 420 2 1.051
14 66 796 930 2 1,794

62 578 565 1 1,206
16 220 558 340 15 1,133
17 25 685 746 0 1,456
18 17 1,078 837 1 1,933

Total 1,673 15,269 12,717 74 29,733
Sajc: 1998 Network An.al Repons
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APPENDIX M
1997 AND 1998 DIALYSIS MODALITY: IN CENTER

HEMO PD

Network 1997 1998 % Change 1997 1998 % Change
7,526 8,138 8% 20 30 50%
15,174 16,214 7% 35 14 -60%

'So . 8,914 9,851 11% 20 1 -95
. _ < _ :-. 10,291 11,099 8% 44 9 -80%

9 1-,l+-^ 13,108 13,955 6% 59 45 -24%
e i~gM, * c18,161 19,785 9% 5 0 0
.74-+~.' 11,596 12,489 8% 15 2 -87%

.. viS8- :,' 11,735 12,908 10% 12 5 -58%
43'fX -':.* 5 13,065 14,744 13% 19 30 58%

g tip; 0o~ors r 9,096 9,788 8% 18 12 -33%
-,jF- 11~ <12,128 13,366 10% 0 0 0%

O .J.2 f 7,001 7,821 12% 0 0 0%
-v 8,811 9,638 9% 0 4 n/a

1t~t . 16,062 17,484 9% 58 18 -69%
7,960 8,844 11% 10 2 -80%

i~W:g6 . -4,631 5,052 9% 17 13 -24%
~J7~ 9,540 10,389 9% 13 12 -8%

P'7?18,t, 14,718 16,027 9% 4 13 225%
,--T4aI, 199,517 217,592 9% 349 210 40%
CAL Iw DDII 21_ e
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APPENDIX N
1997 and 199S8 DIALYSIS MODALITY: SELF-CARE SETTING- HOME

HEMO CAPD CCPD OTHER PD
I ' EMO CAPD CCPD OTHER PD

-Network %%%%
1997 1998 Change 1997 1998 C 197 199 C 1997 1998 Change

- -1 70 50 -29% 691 583 -16% 708 707 0% 0 I n/a
**2. w 146 145 -1% 1,182 1,038 -12% 763 781 2% 0 0 0
3: 64 56 -13% 781 657 -16% 848 829 -2% 0 0 0
-: 4s,'82 59 -28% 636 511 -20% 597 624 5% 0 0 0
., 152 148 -3% 922 860 -7% 753 810 8% 5 10 I100%
-6-,J 158 176 11% 1,601 1.433 -10% 1,059 1,141 8% 15 18 20%

195 162 -17% 609 508 -17% 666 726 9% _ 0 -100%
8 140 124 -11% 885 746 -16% 545 637 17% 27 10 -63%
to .9 - 125 65 -48% 1,725 1,636 -5% 827 860 4% 18 11 -39%

".I.-1D :w100 65 -35% 763 716 -6% 365 408 12% 5 2 -60%
--a :11 89 75 -16% 1,576 1,350 -14% 694 709 2% 2 1 -50%

-;-'' t 127 136 7% 1,029 929 -10% 667 647 -3% 0 0 0%
.<,= 13 .... 39 22 -44% 659 607 -8% 428 420 2% 2 2 0%
- -a,>> 'e 71 66 -7% 868 796 -8% 891 930 4% 5 2 -60%

-86 62 -28% 558 578 4% 557 565 1 % 16 1 -94%
- . 272 220 -19% 628 558 -11% 312 340 9% 14 15 7%

. Y Thi7 ,+'. 23 25 9% 738 685 -7% 772 746 -3% 0 0 0
a1R ;J-t X 720 17 -15% 1,225 1,078 -12% 816 837 3% 0 1 n/a

^ Total: , 1,959 1,673 -15% 17,076 15,269 -11% 12,26 12,717 4% 110 74 -33
WU=: Ia Newk AMaMl RpoM
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APPENDIX 0
NUMBER OF RENAL TRANSPLANTS PERFORMED

CALENDAR YEAR 1998

Paii nlWatingtar.
o- NFIWORKi. - To1 KldneKjTranspisnj s n Kidney Tivnsplant ->

* I - 628 2,112
'. - __ 2 841 3,999

3 - 3- 314 1,443
_. 4 832 2,580

'. . S853 3,566
6 788 2,224
7 663 1,265
8 671 2,030
9 972 1,737
10 557 2.157
11 1,375 3,505
12 657 1,126
13 393 1,304
14 954 1.835
. .15 ~ 629 1,237
--X 16. 445 907
17 662 1,965

. 18: 978 3,240
TOWal 13,212 38,232

Souc: 1998 Network Arond Reports
Pats ty be placed oo mow ethn one trUosplat centes watro list, so patients tay be counted moe tduan owe
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APPENDix P
RENAL TRANSPLANT RECIPIENTS BY DONOR SOURCE

CALENDAR YEAR 1998

Living
NETWORK Cadaver Lving Related Unrelaed Unknown otal

1 339 221 68 0 628
2 549 242 50 0 841
3 214 87 13 0 314
4 671 141 19 1 832
______5: _467 249 137 0 853
6 573 188 27 0 788
7 . 536 108 19 0 663
8 454 175 42 0 671
9 731 241 0 0 972
10 350 207 0 0 557
11 818 420 137 0 1,375
12 461 157 39 0 657
13 275 98 20 0 393
14 681 228 45 0 954
i5 368 188 44 29 629
16 278 134 33 0 445
17 - 444 167 51 0 662
18 650 247 81 0 978

Total 8,859 3,498 825 30 13,212
Sotrce: 1998 Network AnWnl Report
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APPENDIX Q
1998 NETwoRK QUALITY IMPROVEMENT PROJECTS

TOPIC * -, : - NETWORK
________._.' _ _ ----. _~ =

Cooperative Anemia Project TransAdamic Renal Council (3)

A Systems -Based Approach to Quality Improvement Renal Network of the Upper Midwest, Inc. (11)

HEMODIALYSVSA DEQIJAY

Adequacy of Dialysis ESRD Network Organization #4

Improving the Adequacy of Hemodialysis Mid-Atlantic Renal Coalition (5)

Hemodialysis Adequacy Network 8, Inc.

Hemodialysis Central Venous Catheter The Renal Network, Inc. (9/10)

Adequacy of Hemodialysis ESRD Network Organization #13

Improving Adequacy of Hemodialysis in Texas ESRD Network of Texas, Inc. (14)

Reducing the Rate of Hemodialysis Access Infection Northwest Renal Network (16)

Improving Adequacy of Hemodialysis in Northern California ESRD TransPacific Renal Network (17)
Patients

'PERITONEAL DIALYSISADEQUACY - . .* ;.

Improving Peritoneal Dialysis Adequacy Measures ESRD Network of New York, Inc. (2)

PD Intervention Project Southeastern Kidney Council, Inc. (6)

Peritoneal Dialysis Adequacy Network 8, Inc.

Peritoneal Dialysis Prescription Adequacy The Renal Network, Inc. (9/10)

Peritoneal Dialysis Adequacy ESRD Network 12

Peritoneal Dialysis Adequacy Internuntuain ESRD Network (15)

Improving Adequacy and Nutrition for Peritoneal Dialysis Patients in TransPacific Renal Network (17)
Network 17

Texas ESPD Immunization Cooperative Project ESRD Network of Texas, Inc. (14)
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APPENDIX Q
1998 QUALITY IMPROVEMENT PROJECTS

.
.

TOPIC- -*- *-' --- - - -- .---- .- NEWR.----- -

VASCULAR ACCESS

Increasing the Utilization of Perosanent Access in Incident ESRD
Patients

Early Detection of Venous Stenosis in AV Grafts to Prevent
Thrombosis

Vascular Access

Cooperative ESRD Vascular Access Study

Vascular Access

Early Detection of Venous Stenosis in AV Grafts to Prevent
Thrombosis

Increasing and Maintaing AV Fistula Rates

NEPHROLOGY CARE _

Early Referral to Nephrology Care

Strategies for Managing the Continuum of Care in the ESRD
Patient

HfEPATIIS B VACCIA OlZW=

INFLUENZA IMMUNiL4TioN ;

ESRD Network of New England, Inc. (1)

ESRD Network of New York (2)

TransAtlantic Renal Council (3)

ESRD Network of Florida (7)

ESRD Network 12

ESRD Network Organization # 13

Southern California Renal Disease Council. Inc. (18)

ESRD Network Organization #4

Renal Network of the Upper Mid-West (11)

ESRD Network of Florida (7)
Network #12
Southeastern Kidney Council (6)
Southern California Renal Disease Council, Inc. (18)

ESRD Network of New England, Inc. (I)
Mid-Atlantic Renal Coalition (5)
Southeastern Kidney Council (6)
Renal Network of the Upper Mid-West (11)
Internountain ESRD Network (15)

Scurc: t998 Network Anal Repors
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APPENDIX R
1998 NETwoRK SPECIAL STUDY PROJECTS

;-Netok.- St- .{ ,lYS

1 r . Connecticut Bacteremia Project
_ Increasing the Utilization of Permanent Access in Incident ESRD Patients
4 Implementation of the DOQI Guidelines

^ 4, . Network 4 Reconmmended Pediatric Scope of Care Guidelines
~- ~.<S R- Increasing Educational Efforts to Promote Living Donor Kidney Transplant

t'-, 6 Family History Study
___}6____ Racial Variation in Autosomal Dominant Polycystic Kidney Disease

x6. . 8tFetal and Early Life Events and the Development of ESRD
,'S--7' Honme Hemodialysis Training Demonstration Project

Customer Contacts and Resolving Grievances
7 Transplant Rate Improvement Project

--t 9110 Network Core Indicators: 100% Sampling
11 ... Medical Review Committee Follow-Ups

- 11 Peritoneal Dialysis Review
wj5 _if >Network Specific Standard Mortality Ratios

S5: 1998 NevWk A-s]na RePpn
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APPENDIX S
VOCATIONAL REHABILITATION

PATIENTS AGED 18-55 YEARS AS OF DECEMBER 31, 1998

Referrals to Patients Employed Facilities Offering
NETWORK Number of Patients Vocational or Attending School Dialysis Shift

S18-5 Years Rehabilitation Pull or Part time after 5 pm
1 2,884 116 900 70
2 6,549 505 1,941 119
3 3,897 434 1,564 66
4 3,063 198 818 37
5 5,711 942 1,544 58
6 6,067 629 1,195 31
7 5,123 379 1,085 32
8 4,756 125 911 32
9 6,191 186 1,578 105
10 3,870 243 772 45
11 5.154 517 1,343 63
12 2,867 214 1,032 31
13 4,152 573 834 38
14 8.070 605 1,869 40
15 3,750 461 1,294 47
16 2.389 384 744
17 4,337 340 1,058 55
IS 6.724 553 1,607 74

Total 85,554 7,404 22,089 978
Sore: 1998 Ntiwot As- Repm
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The CHAIRMAN. Thank you, Dr. Wish.
Now Dr. Kang.

STATEMENT OF JEFFREY L. KANG, M.D., DIRECTOR, OFFICE
OF CLINICAL STANDARDS AND QUALITY, HEALTH CARE FI-
NANCING ADMINISTRATION, U.S. DEPARTMENT OF HEALTH
AND HUMAN SERVICES, WASHINGTON, DC
Dr. KANG. Good afternoon, Chairman Grassley, Senator Breaux,

Senator Wyden, distinguished committee members. Thank you for
inviting us to discuss our efforts to improve the quality of care in
Medicare's End Stage Renal Disease Program.

I would also like to thank the General Accounting Office and the
HHS Inspector General for their assistance in this area and I
finally want to thank the other witnesses, Dr. Bay and Mr. Smith,
for coming here today to share their experiences and concerns, as
well.

As today's testimony has made clear, there is much we need to
do to build upon the success we have had in improving the quality
of ESRD care. If I can have the first graphic here, the percentage
of patients with adequate red blood cells has increased from 46 to
83 percent over the last 5 years.

Next graphic? This is a graphic similar to Dr. Wish's. The per-
centage of patients receiving adequate dialysis over the same pe-
riod has increased from 43 percent of patients to 74 percent of pa-
tients.

Next graphic? Then finally and most importantly, these improve-
ments in both anemia management and adequacy of dialysis have
been associated with a 2 percent reduction in 1-year mortality
rates over this similar time period. That means 6,000 lives saved
per year on an annual basis.

Despite these measurable successes, we at the Health Care
Financing Administration are committed to working with patient
groups, ESRD facilities, networks, states, to address outstanding
problems and to further improve the quality of care and service
that is being delivered. We believe that we can do more by focus-
sing on the patient's entire experience with dialysis and creating
a culture of continuous quality improvement throughout the dialy-
sis community.

Some of our efforts we already have in place will help. Perhaps
the most important, as Senator Breaux has mentioned, is securing
the funding for more surveys. The president's budget in 2001 pro-
poses a tripling of the budget from $2.2 to $6.3 million for surveys.
This would allow us to increase the number of facilities surveyed
from 15 percent a year to well over 33 percent a year. We look for-
ward to working with this committee on securing that much-needed
funding.

Also critical to our efforts to improve responses to beneficiary
complaints. The complaint system, as you have heard today, needs
to be easier to use and more responsive to patients. It should be
more manageable and integrated both into the network process and
the survey process. We have already developed a system for net-
work reporting of standardized complaint information in an elec-
tronic system and this is the first step toward tracking and being
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more responsive. Finally, we are working with the Networks and
state surveyors to better integrate their responses to complaints.

We will also work with the Networks and state survey agencies
overall to coordinate their efforts. We have asked the Networks to
share information and data that they discover to the States and we
will be soon asking state survey agencies likewise to share informa-
tion that they receive from the state survey process to the Net-
works.

We are in the process of developing new rules to strengthen qual-
ity requirements for dialysis centers and also, as Dr. Owen recog-
nized, we are developing new measures and advanced measure-
ments to measure the quality of care in dialysis centers, including
patient satisfaction instruments.

We plan to collect these measures on all patients from all provid-
ers over the next coming years and then certainly we plan to in-
tend to publish whatever information we have regarding facility-
specific performance as soon as we can.

In particular, by the end of this year we will be previewing, simi-
lar to our nursing home compare website, another website for dial-
ysis facilities. That will be up by the end of this year and it would
include some of the information that we currently have, which is
the percentage of patients who have anemia, the anemia has been
corrected, the adequacy of dialysis and standardized mortality
rates.

We obviously, as new information becomes available, agree with
the committee that more information to the public will help in
making informed decisions with regard to choosing dialysis facili-
ties.

Finally, with regard to increased payment for out-patient dialy-
sis, in the president's 2001 budget request, as recommended by the
Medicare Payment Advisory Committee, he has also proposed to in-
crease the rates another 1.2 percent for the next year. This would
actually be a total increase of 3.6 percent over the last 2 years. We
look forward to working with the Congress to secure this funding.

Thank you again, Chairman Grassley, for holding this hearing
and I am happy to answer any of your questions.

[The prepared statement of Dr. Kang follows:]
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TESTIMONY OF
JEFFREY KANG, M.D., DIRECTOR

OFFICE OF CLINICAL STANDARDS AND QUALITY
HEALTH CARE FINANCING ADMINISTRATION

on the
MEDICARE END STAGE RENAL DISEASE PROGRAM

before the
SENATE SPECIAL COMMITTEE ON AGING

June 26, 2000

Chairman Grassley, Senator Breaux, distinguished Committee members, thank you for inviting us

to discuss our progress in improving the quality of care in Medicare's End Stage Renal Disease

(ESRD) program. We would also like to thank the General Accounting Office and HHS

Inspector General for their assessments and assistance in this area, as well.

We are working diligently, in partnership with the dialysis community, to improve the quality of

care provided to Medicare End Stage Renal Disease beneficiaries, and we have had measurable

success. Between 1993 and 1998 the percentage of ESRD patients with adequate red blood cell

(hematocrit) levels increased from 46 to 83 percent, while the percentage of patients receiving

adequate dialysis increased from 43 to 74 percent. And, between 1990 and 1997, the overall one

year mortality rates for dialysis patients declined from 24.9 deaths per 100 patient years to 22.8.

We are committed to working with States and the End Stage Renal Disease Networks to make

further improvements and target weak performing dialysis facilities. We are testing more

advanced measurements of the quality of care provided in dialysis centers. We are developing

new rules to strengthen quality requirements for dialysis centers. And we are developing facility-

specific data that will help consumers make informed choices, help facilities identify areas in

which they need to make improvements, and help surveyors target oversight efforts.

We also want to decrease the time between surveys of dialysis facilities, from every six years to

every three years, so we can better monitor the quality of care. To do so, the President's fiscal

2001 budget would increase funding for surveys from $2.2 million to $6.3 million. And we look

forward to working with you to secure this much-neede'revenue.
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We also want to increase payment for outpatient dialysis, which until this year had not been

updated since 1991. For the past several years, the Medicare Payment Advisory Commission

(MedPAC) has recommended updating the rates to reflect the increasing acuity of patients and

cost of services. The Balanced Budget Refinement Act of 1999 went part of the way by

increasing the rates 1.2 percent in 2000 and another 1.2 percent in 2001. The President is

proposing to fully comply with MedPAC recommendations and increase the rates another 1.2

percent for 2001. We look forward to working with you to secure this funding, as well.

BACKGROUND

The Medicare statute was amended in 1972 to specifically authorize coverage for individuals with

diabetes, hypertension or other diseases that result in severe impairment of kidney function known

as ESRD, beginning in 1973. Since then, Medicare has paid for some $126 billion worth of

services for a total of more than one million ESRD patients. The number of patients served has

grown steadily and there are now over 300,000 Medicare ESRD beneficiaries. The program is

projected to pay out $15.3 billion in ESRD-related benefits this year, some $5 billion of which will

go to nearly 4,000 dialysis providers, with 58,248 approved outpatient stations providing dialysis

treatment.

The Medicare ESRD benefit specifically includes coverage for kidney transplantation. Mortality

rates are 50 percent lower for ESRD patients who receive a kidney transplant versus those who

remain on dialysis, according to the United States Renal Data System. The I-year graft survival

rate for living donor transplants increased from 88.8 percent in 1988 to 93.9 percent in 1996,

according to a recent paper in the New England Journal of Medicine. For cadaveric transplants,

the 1-year graft survival rates increased from 75.7 percent in 1988 to 87.7 percent in 1996.

Transplantation also eliminates the need to be dialyzed three times per week for three to four

hours at a time, and the common adverse side effects of dialysis such as fatigue, loss of appetite,

and problems with the vascular access site such as infection, clotting, and stenosis. Medicare has

paid for a total of 136,000 kidney transplants since 1973, and expects to cover 8,500 this year.

2
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Congress, in 1978, established the ESRD Network Organizations Program to provide

coordination and guidance, and assure effective and efficient administration of the Medicare renal

disease benefits. ESRD Network responsibilities include:

* Promoting criteria and standards for quality and appropriateness of care;

* Encouraging the use of treatment settings that are compatible with patients' successful

rehabilitation;

* Receiving, evaluating, and resolving grievances involving ESRD patient care and/or

services; and

* Establishing a Network Council and Medical Review Board to represent area dialysis

facilities.

This program was recodified in 1986 when Congress redefined ESRD Network areas. Funding

for the ESRD Networks comes from withholding 50 cents per patient per dialysis treatment from

payments to dialysis facilities. There are currently 18 ESRD Network Organization areas, and

fiscal 2000 ESRD Network funding is $17 million.

We regularly communicate with and visit ESRD Networks to monitor and assist them in their

duties. They submit formal reports to us quarterly, and we conduct annual conferences with the

Forum of ESRD Networks to discuss their activities and issues. We now have new contracts with

these Networks, which become effective July 1, 2000, that are designed to help us promote a

more uniform process for oversight and reporting of Network activities across regions.

The ESRD Network Organizations provide a collegial approach to helping ESRD care providers,

with a focus on education to improve quality. State survey agencies also play a critical role in

quality assurance and improvement by conducting inspections to verify that minimum quality and

performance standards are being met.
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Improving Quality

Improving the quality of care delivered to ESRD beneficiaries is a high priority for us. Beginning

in 1994, we took a leadership role in developing clinical indicators to assess the quality of care for

dialysis patients. Through the ESRD Networks, we collect measurements each year that indicate

the quality of clinical care provided on a national sample of dialysis patients. These measures,

which focus on issues such as the adequacy of dialysis and anemia management, indicate whether

patients are receiving appropriate care.

The data on these measures are detailed in an annual report that we disseminate to all dialysis

providers in order to help them identify opportunities for improvement. Using this national

sampling approach, we have been able to document improvement every year since 1994 in the

number of dialysis patients receiving appropriate care.

We now are working to learn the rate at which each individual dialysis center is providing

appropriate care. By next year, we plan to collect these measures on all patients from all

providers. This will enable us to assess each facility's care, help each facility address any specific

weaknesses it may have, and share findings with the public. We are developing a system for

dialysis facilities to collect and report these data electronically, and expect to begin testing this

electronic system later this year.

We also are getting ready to begin using 16 additional clinical performance measures, as

mandated by the Balanced Budget Act (BBA) of 1997. These measures have been developed and

were pilot tested last year by ESRD Networks using a national sample of dialysis patients. They

will be collected this year, both on a national sample of patients for quality improvement

purposes, and on a all patients from a sample of dialysis facilities, through the electronic reporting

system that we are testing.

4
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In another quality improvement initiative, the National Anemia Cooperative Project, our ESRD

Networks have worked with dialysis providers to improve the management of anemia in dialysis

patients. Its goals were to decrease the proportion of patients with dangerously low hematocrit

levels (less than 31 percent), and to educate dialysis providers on how to use quality improvement

techniques. The project involved development of tools such as a quality improvement project

guide book and an algorithm for determining appropriate steps in anemia treatment. Between

1996, when the project was implemented nationally, and 1998, the percentage of patients with

hematocrit levels greater than 30 increased from 72 percent to 83 percent.

Guarding Hemodialyzer Safety

A key area where we want to foster further improvement is in the reuse of hemodialyzers. This

long-standing practice is specifically addressed in our current conditions of coverage for dialysis

centers, which mandate compliance with comprehensive guidelines issued by the Association for

the Advancement of Medical Instrumentation. These extensive guidelines address aspects of safe

hemodialyzer reuse, such as personnel training, infection control, and equipment maintenance.

The guidelines specifically state that, "A decision to reprocess hemodialyzers should be made by a

physician knowledgeable about reprocessing and its medical and economic implications," and they

mandate that patients be fllly informed about reuse of dialyzers.

Because this is such a critical patient safety issue, we plan to propose that each dialysis facility be

required to incorporate its reuse program into its overall quality assurance and performance

improvement program. We also believe additional funding for enforcement surveys and for

Network quality improvement initiatives would help to ensure the industry remains in compliance

with the guidelines.

Strengthening Conditions of Coverage

Revising our conditions of coverage for dialysis centers is a key part of our plans to further

strengthen our ability to improve the quality of ESRD care. Dialysis centers must meet these

conditions in order to bill Medicare and Medicaid.

5
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We are trying to accomplish several things in the new conditions. We want to:

* Encourage the dialysis industry to work toward continuous quality improvement through

systems change:

* Monitor and improve patients' entire experience with dialysis;

* Implement the BBA requirement to monitor the quality of care in dialysis facilities;

* Capitalize on recent improvements in data collection and reporting that we developed in

cooperation with the ESRD Networks;

* Incorporate clinical advances created by the National Kidney Foundation's Kidney Disease

Outcomes Quality Initiative on adequacy, nutrition, vascular access, anemia, etc.; and

* Incorporate the latest advances in infection control from the Centers for Disease Control.

The proposed conditions would:

* Require facilities to collect and report the performance measures discussed above, and

other measures which may include data on patient satisfaction;

* Establish minimum performance standards for clinical outcomes such as adequacy of

dialysis, nutritional status, and anemia management, and require facilities that fail to meet

these minimum criteria to take corrective actions;

* Hold facilities' governing bodies accountable for developing and monitoring data-driven

quality assessment and improvement programs designed to ensure that quality issues are

addressed prospectively, rather than waiting for problems to develop and be detected

before addressing them; and

* Increase the emphasis on specific health and safety standards, such as water quality and

infection control.

We expect to publish these proposed new conditions of coverage next year, and will then accept

and consider public comments before issuing a final regulation.

6
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Improving Network and State Surveyor Accountahility

We are working to improve the performance and accountability of ESRD Networks and state

survey agencies. For ESRD Networks, we want to develop performance-based contracts, which

tie contract renewal, as well as bonus payments, to how well the Network does in meeting

specific targets. For ESRD Networks, these targets would likely focus on use of standardized

performance data to improve the overall clinical performance of dialysis facilities, use of

complaints as a quality safeguard, and ensuring that poor performers meet minimum standards of

care.

Meanwhile, we have made several improvements to the ESRD survey process. The survey

process and manuals have been revised to focus on the critical safety and health areas in a dialysis

facility, i.e., infection control, water quality, reuse of hemodialyzers and other dialysis supplies,

and the physical environment in the facility. The basic and advanced surveyor training for State

agency surveyors has been improved and standardized.

To further improve the State survey process, we are developing facility-specific profiles to help

State survey agencies focus their limited budget dollars. These reports will profile dialysis centers

by a variety of measures that indicate whether a facility may have quality problems and warrants a

closer look. These profiles are being pilot tested in seven states this summer and we hope to

make them available nationwide by next year.

We also want to increase on-site oversight of State surveyor activities by exploring the possibility

of conducting more observational surveys in which our staff or a contractor accompany State

surveyors during their inspections to assess their effectiveness. We also want to increase the

effectiveness and efficiency of State surveyors by providing them with more data which they can

use to foster quality improvement. We are revising the guidelines that State survey agencies use

to reinforce the accountability of dialysis facility medical directors for patient care. We will

explore greater use of the Intemet to publish survey results. And we will provide more

information to the public about State survey agencies.

7
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And, as mentioned above, we want to decrease the time between surveys of dialysis facilities,

from every six years to every three years, so we can better monitor the quality of care. To do so,

the President's fiscal 2001 budget would increase funding for surveys from $2.2 million to $6.3

million. We believe this would be money well spent, with a direct impact on the quality of patient

care

Improving Beneficiary Information

As mentioned above, we are planning to share with the public the information that we will be

gathering about the quality of care provided at each dialysis facility. We will do so through a new

Intemet site that, like our Nursing Home Compare website, will help consumers make informed

decisions when seeking care. We plan to preview the site later this year with data we now have

available to us, such as the type of treatments offered at each facility, the number of hemodialysis

stations, the percentage of patients who receive adequate dialysis, the percentage whose anemia

has been corrected, and the actual versus expected patient survival rate. We will add additional

information as it becomes available to us and as we ensure that appropriate privacy concerns are

addressed.

We also want to increase consumer awareness of the role and activities of ESRD Networks and

State survey agencies. We will do so through the new Internet site, a new information packet for

patients, and brochures for distribution at dialysis facilities, health fairs, and other sites.

Meanwhile, last year we updated our ESRD beneficiary brochure which stresses the importance

of receiving adequate dialysis treatments and what patients can do to improve their adequacy

measures. It has been distributed to all dialysis facilities and patients and can be found on our

www.medicare.gov website.
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Improving Responses to Complaints

We are working to improve responses to beneficiary complaints about ESRD facilities. We agree

that the eight elements identified by the H-IS Inspector General for an effective complaint system

-- accessibility, objectivity, investigative capacity, timeliness, responsiveness, enforcement

authority and follow-up, improvement orientation, and public accountability -- are essential.

We have a workgroup examining how to ensure that all of these are addressed as we strengthen

the complaint resolution process and alternative dispute resolution processes that now exist. Our

goal is to make the system easier and more responsive to patients, and more manageable and

integrated for ESRD Networks and State survey agencies.

We have already developed a system for Network reporting of standardized complaint

information that is the first step toward an electronic system for reporting and tracking responses

to complaints. We will develop pilot projects to explore ways in which ESRD Networks and

State surveyors can better integrate their responses to complaints, and we will establish guidelines

for building a more cooperative relationship between Networks and States. We also want to

strengthen procedures for anonymous complaints to address the potential for retaliation against

patients.

Expanding Beneficiary Options

To further increase options for ESRD beneficiaries, we are conducting a demonstration project

involving Medicare+Choice HMOs. Current law bars ESRD beneficiaries from enrolling in

Medicare+Choice plans, although they may remain in one if they develop ESRD after enrollment.

As of 1998 there were some 18,500 ESRD beneficiaries in Medicare+Choice plans, and studies

show that their dialysis care, access to transplantation, and mortality rates were no different than

for fee-for-service beneficiaries.

9
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Our demonstration, being done with three HMOs (Kaiser-Permanente in Southern California,

Health Options in South Florida, and Xantus Healthcare), is testing:

* Year-round open enrollment for ESRD beneficiaries;

* Adjusting payment for age, treatment status (dialysis, transplant episode, or functioning

graft) and morbidity; and

* Extra benefits uniquely of interest to the ESRD patient.

This test is expected to conclude in September 2001, with independent evaluation due by June

2002. However, since plans do provide comparable care for ESRD beneficiaries, the

Administration would support legislation to remove the restriction on enrollment now.

CONCLUSION

We have made substantial improvements in the care provided to Medicare ESRD beneficiaries,

and are committed to making further strides. We believe we can do so by focusing on the

patient's entire experience with dialysis and creating a culture of continuous quality improvement

throughout the dialysis community. Expanding and improving the information available to

consumers on the quality of care in dialysis centers should also help to foster renewed attention to

providing high quality service that meets beneficiary needs. Strengthening the role of ESRD

Networks and State survey agencies, especially by securing funds for more frequent surveys as

proposed in the President's budget, is critical. And increasing payments to reflect increasing costs

and patient acuity, as the President is proposing, is also essential to ensure high quality. I thank

you again for holding this hearing, and I am happy to answer your questions.- \

10
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The CHAIRMAN. I am going to direct my first question to you, Dr.
Kang, but I want Dr. Owen to listen because I would like to ask
his reaction.

In May, the Health Care Financing Administration provided re-
sponses to questions from the committee. The letter stated that pa-
tients with adequate blood cell levels increased between 1993 and
1998 from 46 percent to 83 percent. In addition, the letter said that
the patients receiving adequate dialysis increased from 43 percent
to 74 percent.

What exactly is it that prevents all patients from having ade-
quate blood cell levels and adequate dialysis?

Dr. KANG. With regard to dialysis, there is a tradeoff because, as
you have heard from previous testimony, patients have to be en-
couraged to be on the machines as long as possible. I think that
this is a matter of education of providers, of facilities and bene-
ficiaries. And I think that since the technology is with us, we are
going to continue to work on that and there is no particular reason
why we cannot continue to improve the adequacy of dialysis rates
and anemia management.

So this is just a matter of continuous quality improvement and
the trends continue to show improvement.

The CHAIRMAN. Quality improvement in the procedure or in the
education of the patients to stay on the process longer?

Dr. KANG. Well, I do not want to blame the patients because this
is a very complicated issue. I think it is patients, facilities, provid-
ers in the process, so it is multi-factorial and we need to be work-
ing on all angles.

The CHAIRMAN. Now Dr. Owen.
Dr. OWEN. It is actually both. It is patient-specific as well as pro-

vider-specific. I am going to start with the providers.
The achievement of the appropriate benchmarks were really gen-

erated in the context of the Dialysis Outcomes Quality Initiative by
the NKF for anemia, in hemodialysis adequacy by the RPA and
then followed by the NKF. That represented the first time that
there was a statement of minimum benchmarks.

The reality is that new medical knowledge has got to be dissemi-
nated and that dissemination is occurring and that is why you are
seeing a secular trend of improvement.

However, addressing your question specifically, will we ever see
every patient who has end stage renal disease have their anemia
corrected and their hemodialysis dose appropriate? No, and there
are medical reasons for that. The medical reason for anemia is that
there are processes that keep some patients from responding ade-
quately to erythropoletin and then there are complications associ-
ated with dialysis which will cause them to lose blood.

In terms of hemodialysis adequacy, there is the issue of shared
decisionmaking and that is the issue of patient choice. There are
some patients who just simply say, "Dr. Owen, I don't care what
you tell me the consequences of my treatment are; I don't want to
stay that length of time" and I respect that decision. I might dis-
agree with it but I respect it and that is shared decisionmaking.

And then last, there are biological variables in there that are a
real confounder. There are certain populations of patients where
even with the technology that we have for dialysis now, which is
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really pretty substantially improved-my mom was on dialysis 20
years ago, so I have lived with this a long time, guys-there are
still certain patients, particularly very young, large patients, where
even within a 41/2 to 5-hour treatment, I cannot give them ade-
quate dialysis. What do I do? Urge them to come back a fourth
time a week. In that circumstance, the patients will sometimes say,
"Yeah, Dr. Owen, that's fine," and others will say no.

But I agree with you in terms of the context of the question. We
certainly should strive. The bar should be set at 100 percent be-
cause if it is not, we are never going to achieve the maximum that
we would like to achieve.

The CHAIMAN. Dr. Wish, we had the inspector general tell us
that HCFA does not require the collection of a core set of facility-
specific clinical performance measures and without such data, how
can the network identify poorly performing facilities?

Dr. WISH. Well, each Network has a data collection infrastruc-
ture right now that varies and there is going to be a standardiza-
tion of this infrastructure evolving over the next year or so, which
has been called the VISION project. It is an acronym for the Vital
Information System for Improvement of Outcomes in Nephrology.
That is a standardized data collection system that is going to link
every facility with its respective Network so that facility-specific
data can be collected periodically from each of the facilities and
each facility can be fed back its profile with regional comparatives.

This will have two effects. One is that it will support facility-
based quality improvement programs because we presume each fa-
cility will want to improve. As this data is publicly released, each
facility is going to want to look better and look better in compari-
son to its competitors. But it will also allow the Networks, which
house this data, to target the poor performing facilities for specific
intervention activities.

Unfortunately, that data structure is not yet available. It is
evolving.
. The CHAIRMAN. Dr. Owen, why are dialyzers being reused? Do

they need to be reused? And does the reuse have any clinical value
or is it simply a cost issue?

Dr. OWEN. I am going to start with your last question to frame
the context of the first two that you posed.

Historically, it was of some benefit when the first generation of
dialyzers were produced. People used to actually get sick and the
patients could appreciate when you hung a new dialyzer. They felt
badly. On the other hand, when the dialyzer was reused, it would
get coated with proteins, as you heard the doctor comment about,
and the patient felt better because the dialyzer was coated with
their own proteins.

However, the dialyzer technology has improved, so we now have
dialyzers that are much more compatible with the individual in
terms of the way they feel and some of the blood tests that we use
to show an interaction.

I would say right now, in fairness, that the reason dialyzers are
reused is an economic constraint in that obviously if I reuse a dia-
lyzer, I have saved on the cost of introducing a new dialyzer.

The real fancy dialyzers, the real high efficiency dialyzers that
remove beta-2 microglobulin that you heard the doctor mention or



153

that had better improved removal of phosphorus cost substantially
more. To get better quality with a dialyzer, you pay more. And as
I understand it, and I just do not do dialysis unit economics, the
economics are such that to introduce a new very high efficiency bio-
compatible dialyzer on each occasion, which as I understand it can
cost about $40, is a pretty substantial cost of the amount of money
that is available as one single pot of money to provide the full
course of care for a dialysis patient.

Recognizing that, the RPA said, OK, let's live with dialyzer reuse
as a reality but, on the other hand, let's first of all define really
specific minimal criteria for how a dialyzer should be introduced
back to a patient, which we had done.

Second, we have to recognize the issue of patient safety, which
you heard raised in several different contexts here. Many of the
same risk factors for patient safety that you heard about in hos-
pitals exist in dialysis units, as well, which is why the RPA is
working with the National Patient Safety Foundation to address
that.

And third, I hope the dialysis industry continues to evolve to
generate a dialyzer that is going to be of relatively lower cost and
allow me to give my patient what I think he or she needs and I
can give them a new dialyzer each time. I think most of us would
prefer to do that.

The CHARAMAN. Senator Breaux.
Senator BREAUX. I thank the panel very much for your assistance

in helping us understand where we are with this industry. What
I am getting is a couple of things. No. 1, if you do not inspect them,
Dr. Kang, often enough-once every 6 years is too infrequent an in-
spection program, particularly when you are trying to get it down
to three and you see Ohio, one state, going down to one year. So
6 years between inspections-I mean, the whole technology
changes; probably a lot sooner than that. So it is almost ludicrous
to say we are going to check these facilities once every 6 years.
That is not getting the job done and I am happy to hear that HCFA
is trying to get more funding to do a better job and more frequent
inspections.

The second thing is that when we find a problem exists, we do
not have the tools we really need short of decertification and
yanking the license. We have to do more inspections and we have
to have some penalties that are monetary, I would imagine, that
would encourage people to do what is right and what is necessary.

I note that you, on your first page, say that you are developing
new rules to strengthen quality requirements for the dialysis cen-
ters. What is the timing on this? When can we expect the new
rules and basically what are they going to say?

Dr. KANG. This is what is called conditions of coverage and we
would propose those regulations for publication in early 2001. In
those rules we are interested in much of what the GAO or Inspec-
tor General's Office has said, to have stronger protections around
patient accountability or facility accountability, strengthen the role
of the medical director, mandate the reporting of standardized per-
formance measures to the secretary for public information pur-
poses.
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So it is those sorts of things that would be in a proposed regula-
tion to try to

Senator BREAUX. Of course, the regulations can be wonderful but
if we do not have an opportunity to inspect to see if they are being
followed, they will really be worthless if we do not do the follow-
up, which is very important.

I get from Dr. Bays, who testified on the first panel, that he
thought all this, the reporting and everything else, was sort of a
joke and he did not really think that it was being handled very
well because it is self-reporting, Mr. Bahr and Dr. Owen. I got from
Dr. Bays that these people are going to file their own reports on
how well they are doing and most of the times they are going to
say they are doing pretty well.

Is there a way to improve that? I think he makes a point when
he brought that opinion to the committee.

Mr. BAHR. And I think that probably was true. I think more than
not, Dr. Wish has pointed out what we are trying to do with the
Forum and the networks, sending out specific data. There is data
collection that we have to not only report and say, "This is our ade-
quacy for this time period;" specifically they are coming back with
data sheets asking you directly, patient X, what are the lab values?
How did you derive this? What timeframe? Very specific questions.

Senator BREAUX. What about when something goes wrong in one
of the facilities? Is that included on those charts? Or is it just num-
bers about-

Mr. BAHR. Currently, the data collection, no.
Senator BREAUX. I'm sorry. No?
Mr. BAHR. The data collection, does not include what went wrong

at a facility.
Senator BREAUX. So you have a lot of data and numbers on the

patients, the blood count and all the other technical things, but if
somebody just screws up in the facility, that is not on that sheet,
I take it?

Mr. BAHR. No. It is not.
Senator BREAUX. Is that not what Dr. Bays was talking about?

He was not so much concerned about the quality of the result; he
was just talking about shoddy treatment.

Mr. BAHR. Exactly, and there are specific things, at least in the
facilities and in the state we work within and I do think there are
different rules per State, but in our State of California you specifi-
cally have to report such things as blood loss issues and needle
sticks. Our facility asks if you have had extra placement, what is
the issue? It is reviewed by our own committee and reported back.
So it is looked at and reviewed on a timely fashion.

The other thing I did want to add as far as shoddy treatment,
a number of states-California, Ohio-I am trying to think of the
other states-New York, I believe-all have gone through certifying
the hemodialysis technicians and requiring very stringent training
programs to certify that those patient care technicians know what
they are doing.

Senator BREAUX. Well, let me ask some questions on that. I
think Dr. Bays also said that when he started off, it was basically
something that was run by nurses in a dialysis facility. We have
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now gone from nurses to technicians and he was even talking about
a category that was less than technician, I think.

Is that any concern, Dr. Owen? I mean do you need a nurse? Do
you need a doctor? Can you have a technician? What is the stand-
ard of treatment that is necessary for someone in a dialysis center
from a medical standpoint to be there to supervise it, to know what
is happening and what have you?

Dr. OWEN. You need somebody who is trained; you need some-
body who is attentive; you need somebody who is compassionate.
Do they need to be a doctor? Do they need to be a nurse? Do they
need to be a technician? My response to that is no, because pa-
tients do it at home.

I use my dad as a paradigm. My dad, the first time he walked
into the dialysis unit, fainted. We had to pick him up, shook him
off a little bit and then, a year later, he was dialyzing my mom,
and my dad was a retired businessman.

So in terms of the degree certification, I would say there is a bit
of a disconnect there. What you need is training. You need docu-
mentation that that person is trained and knows what they are
doing. You need to make certain there is an adequate number of
staff to be attentive.

A lot of these patient safety issues that I heard, and those were
just-excuse my language, just God-awful stories that I heard, real-
ly bothersome-were related, it sounds like, to inattentive staff.

And then last, I heard a lack of compassion there, just people
that did not care about the patients that they were caring for. You
cannot teach that but you certainly can perhaps select for it a little
bit.

Senator BREAUX. I appreciate that. I think that's what Senator
Grassley and I are trying to do and the members of the committee,
Senator Wyden, is just trying to find out how we can encourage our
own government, which is spending $13 billion a year on this, to
make sure that people are benefiting from the amount of care that
is being given out there. I mean it is a very challenging proposition
that we have to supervise these, to regularly inspect them, but I
think that it is going to be absolutely necessary that we improve
the quality. The new rules hopefully will do that and that is en-
couraging.

Let me just ask one other question, Dr. Owen. From a technology
standpoint, how long has the dialysis been a methodology for treat-
ing kidney failure and what is the next step? In 20 years are we
still going to have people hooked up to these machines for 8 hours
a day?

Dr. OWEN. Boy, I wish our clairvoyant dropped that crystal ball
driving over here today.

In terms of your first question, how long has this been around,
I will tell you even though we are over 25 years into the program,
it has effectively not changed a lot. It is still like an automobile-
you know, internal combustion engine, four wheels, looks a little
different on the outside.

Same is true with dialysis. It is still a salt and water solution
going through a plastic cartridge with the blood going through it.

I think our real promise is in two areas. One is in terms of trans-
plantation. We really need to encourage that and where can you
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guys help? You guys can help us in terms of funding some real cut-
ting edge research from NIDDK

And then also I think we have some real exciting work being
done in terms of bioartificial kidneys, where you actually have a
combination of an artificial kidney with cells on it that give you the
best of both worlds.

'Senator BREAUX. I have a staff person in Louisiana that is un-
dergoing a kidney transplant in Oachita on August 7 and the de-
tailed preparation leading up to that is just absolutely incredible
and it found his daughter, who is going to be the donor, and I think
you are seeing more and more of that now.

Dr. Wish.
Dr. WISH. Yes, can I respond to one of your other questions about

the quality of the data? We were also very skeptical as to whether
or not the facilities might be gaming the data to make themselves
look better. So HCFA actually contracted with my own Network to
do a data validation study.

As you may or may not be aware, there are actually two data
bases that we have referred to this afternoon. The data base that
HCFA uses to do facility-specific profiling and which will be on
their website is based on billing data. Each facility has to put in
the URR for each patient and the hematocrit for each patient as
part of the billing process.

The ESRD Clinical Performance Measures Project, on the other
hand, is not facility-specific. It is a random sample of patients from
each of the 18 Networks that is used to profile the Networks
against each other, as well as to give a composite rate of perform-
ance each year with each of the indicators.

HCFA asked our Network, to validate the data by actually going
into the facilities and extracting the data from the patients' medi-
cal records to see if the data that were being submitted by the fa-
cilities for the ESRD Clinical Performance Measures Project were
valid. In fact, they were. There was greater than a 97 percent con-
cordance with what was submitted by the facilities in the random
sample versus what we found in the patients' records.

Senator BREAUX. What region is that?
Dr. WISH. This is Illinois, Ohio, Indiana and Kentucky.
As far as the billing data are concerned, the concordance were

less robust and it was partly due to the methodology. The URR
data were actually quite concordant and actually correlated at
about 95 percent, but the hematocrit data did not correlate as well
and it was because of the methodology of the billing data asking
for the last hematocrit of the month and the performance measures
data asking for first hematocrit of the month, and that difference
in methodology we felt was enough to explain the difference in the
concordance, which was only at about 85 percent.

Now, as far as reporting incidents is concerned, this is something
that we are working on in terms of this whole patient safety initia-
tive. What we would like to do is establish a patient safety report-
ing mechanism that is confidential for less than life-threatening or
severe types of errors that can be used as repository to analyze sys-
tem problems and system errors, not unlike what has been done in
the Aviation industry.
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So you have basically two levels of reporting. Obviously when a
plane crashes, everybody knows about it and the FAA investigates
in a very public manner; but there are a lot of "near misses" that
are recorded in a confidential manner so that there are no sanc-
tions and there is no fear of the reporting process, and those can
be analyzed on a systemwide basis to see whether or not there are
processes that can be improved to reduce the incidence of errors,
and we would like to establish this within the renal community, as
well.

The CHAIRMAN. Thank you, Senator Breaux.
Senator Wyden.
Senator WYDEN. Thank you, Mr. Chairman. I want to commend

you and Senator Breaux for another important initiative in the
aging field. It is such a pleasure to be part of an effort in the U.S.
Senate to pursue health issues in a bipartisan kind of way and I
congratulate both of you.

Gentlemen, let me start by asking you about the recent analysis
that was done in my home State of Oregon with respect to these
facilities. What we found in Oregon recently is of our 41 facilities,
39 were surveyed and 11 have what has been termed to be serious
deficiencies, some of them life-threatening. So that is a lot of facili-
ties. That means 25 percent have serious problems with respect to
a group of patients that we would all acknowledge are very vulner-
able.

Now you all represent organizations that work very closely with
owners-physicians that in some cases, I gather, may be owners
themselves and them, of course, administrators, who are respon-
sible to owners.

My first question for each of you, Mr. Bahr and Mr. Owen, would
be what are your organizations doing to crack down on the facili-
ties that seem to be, right now, offering pretty shoddy care to vul-
nerable patients? Let's begin with you on that, Mr. Bahr.

Mr. BAHR. We have, through our annual and fall and spring con-
ferences, we offer training. We bring in experts. We have had sur-
veyors come in, talk about what they are seeing. Reuse practices-
we have worked with AAMI in developing and getting those guide-
lines out to all the membership. We are constantly providing edu-
cation to the facilities and saying that this is what needs to be
done.

We have worked with HCFA and state agencies on independent
and state levels to help survey and facilitate the training of survey-
ors.

Senator WYDEN. Does that mean you inform the government,
Federal and state agencies, about facilities that are problems? I
guess

Mr. BAHR. No, we educate renal administrators.
Senator WYDEN. What I am interested in is what is being done

to crack down on the problem facilities because there is no question
in my mind that there are good programs and that the majority of
them are good. But when you have 11, 25 percent in a state to
have serious deficiencies, you have to do more than run some cozy
education programs. You have to weed them out and turn it
around. Perhaps you could tell me what you are doing to help weed
them out besides sending them some information.

65-918 2000-6
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Mr. BAHR. We haven't. We have sent, as I said, education mate-
rial. I do believe that peer review and being part in the competition
and not being listed or cited or known for having provided shoddy
dialysis treatments is a way to go after poorly performing facilities.
I mean I have been in the field for 30 years and I believe that my
facilities, have all done a wonderful job and though we have not
had any issues, I understand there are real concerns, but we do not
have any formal reporting in our system currently.

Senator WYDEN. Dr. Owen.
Dr. OWEN. Certainly, Senator. Unfortunately, dialysis units are

not in our purview. The doctors are, however.
What we have done substantive? Banged on a lot of doors, push-

ing our legislative initiative, which I will remind you of the key fea-
tures. It tells every dialysis unit that if you want to get your ticket
punched so that you can bill Medicare, you have to have a formal
organization that is going to address quality assurance and contin-
uous quality improvement.

Second, if you want to get your ticket punched, you are going to
have to give unprocessed data to someone else to process that data,
to show how good you are or are not doing, every unit and your
doctors who are participating in your unit in that care.

Third, we are going to give that data-someone else is going to
give that data back to you and there is going to be a checkmark
there that is going to show where you are and where your doctors
are in comparison to your peers. It is kind of like putting up the
names of the guys who have not paid their dues at the country
club. Let's embarrass them a little bit. And let's share that infor-
mation with the consumer, the stakeholder ultimately in all of this.

Fourth, this is going to be done on a routine basis. We do not
think once a year is adequate. As a minimum, we suggested twice
a year. Tough to hide sins when you have somebody knocking on
your door looking at what you are doing and looking at what you
are doing on a regular basis.

We have worked closely with Dr. Kang at HCFA. We have
worked with Dr. Wish and his predecessor. We have tried to edu-
cate our membership by defining what is the best clinical practices.
And on a personal level, that is what I do research in. So we have
done the best that we can with what we are able to do, sir.

Senator WYDEN. So your sense is that physicians, the best thing
you can do to weed out these problem facilities is to support tough
Federal and State changes with respect to legislation that would
help reverse it?

Dr. OWEN. Tough and fair.
Senator WYDEN. I am going to have a question about physicians

and get to you, Mr. Kang, in just a moment.
The other question for you, Mr. Bahr and Mr. Owen, is of the

many complaints that we have gotten from families in Oregon, they
specifically cite the trend toward more chains, more for-profit
chains being in the field being central to the problem that we are
seeing.

My question to you is do you both agree with that? And if so,
what ought to be done? Should there be additional oversight or ad-
ditional monitoring of these chains? I would like to hear what your
response would be to what the families and the patient advocates
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have been saying in the State of Oregon. Let me start with you,
Mr. Bahr.

Mr. BAEfR. I think that the industry consolidation, is a result
somewhat of the funding or the lack thereof. It is tough for an
independent provider. I run two facilities for some owners. It is
very tough to survive in the field. So there is a push to make that
happen.

I have not seen or been witness to any facilities that have
changed in our region that have had real quality issues. Are there
changes in how they handle the care or procedures? Yes. For pa-
tients-it is a very tough thing to be a dialysis patient and to suc-
cumb to the decisions and whims of what time you will be at the
dialysis facility three times a week. It is a very tough decision. And
to upset that, to have any minor changes even, no less real and se-
vere changes, is very dramatic for the patients to deal with. But
it has not been my experience in our area that the care has
dropped in any of the facilities that have changed hands.

Senator WYDEN. Dr. Owen.
Dr. OWEN. Let me comment on how it has been studied and then

offer anecdotal experience. How has it been studied? Garr and Neil
Powe's paper, New England Journal of Medicine just about
Thanksgiving. I was one of the people who wrote a letter to the edi-
tor and was accepted saying I have some real issue with that
study.

To remind those of you who are not familiar with it, Dr. Garr re-
ported using a data set that was 7 to 10 years old-often a lot hap-
pens in 10 years-that there was a 20 percent higher mortality for
patients who were dialyzing at for-profit providers.

It is also noteworthy that a subsequent analysis was done with
a much more contemporary data set by the group at the University
of Michigan who thought that those numbers were overstated when
they used the more contemporary data set and found that if there
was a difference, it was about 5 to 6 percent. Now, that is a dif-
ference but you are down to a level where it really becomes an
issue of how you construct your statistical model. I can make

Senator WYDEN. Why don't you resolve it as a physician who has
expertise in this area? Since we have reports that go in different
directions, do you think the families that are calling my office are
right in saying that there are additional quality problems when you
have these big chains involved? Your compatriot there, Mr. Bahr,
says he does not think that there are quality problems associated
with chains. What do you think?

Dr. OWEN. That is what I am about to offer now, Senator, is my
anecdotal experience. My anecdotal experience, having worked for
an independent provider who had four or five dialysis units versus
working for a large chain is that actually I saw better care from
the chain. Why did I see better care from the chain? Because the
chain allowed me to profile my outcomes. I could look at what I
did. They had a very sophisticated medical Informatics system so
that every quarter I was able to look at my dose of dialysis, my
*anemia management, my albumin and other intermediate out-
comes. I could look at my mortality rate. I could look at my hos-
pitalization rate.
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It was like the facility profile that is generated by the University
of Michigan on an annual basis except it was timely and it was a
pleasure.

Senator WYDEN. Frankly, in theory, that is my assessment, as
well, and that is why what the patients' families are saying is so
troubling to me. On paper, what you have just described with the
additional resources that come about with these larger entities,
they would have an opportunity for more sophisticated assessments
and for using the research but certainly that is not what we are
hearing on the front lines in the State of Oregon and that is why
those patient reports are so troubling to me.

Last question I have for you, Dr. Owen, is what do you think
physicians, because this is an area where you do have direct in-
volvement, what do you think physicians ought to be doing, other
than supporting the legislation that you mentioned, to try to beef
up the quality of care in these facilities?

Like in my State we have a quarter of the facilities with serious
deficiencies, some of them life-threatening. What is your message
to physicians in my State about what they can personally be doing,
other than supporting this legislation, to improve quality?

Dr. OWEN. Be good doctors. Be there for their patients in terms
of engaging with them on a one-to-one level, doing it often, being
attentive to their needs, being responsive, being what they took
their oath of medicine for, for available. Sounds corny, but that is
the real big issue here.

You should also appreciate, senators, that there is a looming
manpower shortage in nephrology. You heard about the 7 percent
incidence growth in treatment in the ESRD program. Unfortu-
nately, we do not have an incidence growth of nephrologists of 7
percent. And I am fearful that as we become increasingly man-
power constrained and competing tasks arise, not only having to
take care of dialysis patients but taking care of dialysis patients in
the hospital, taking care of complex hypertension and other renal-
related problems, that it is going to get real tough for the profes-
sion.

But I think the thing to do is to be available for your patients
and be responsive to their needs.

Senator WYDEN. That raises another interesting point because I
share your view. There is a personnel crunch coming. What would
you get paid by one of these corporate chains if you were just start-
ing out in one of these renal facilities? We are going to have to at-
tract good people. You agree with that; I agree with that.

Dr. OWEN. I would hope we could get good people.
Senator WYDEN. What would they get paid?
Dr. OWEN. That I do not know. As you see, I have a few gray

hairs, so it has been a few years since I started out and I do not
cut contracts with chains, so I am not the person to address that
question.

Senator WYDEN. Mr. Bahr, what do they get paid?
Mr. BAHR. Medical directors?
Senator WYDEN. No, we are talking about somebody who is just

starting out, not a medical director.
The CHAIRMAN. A technician, you mean?
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Senator WYDEN. Yes, someone who is not a medical director and
yes, more of a technician or-

The CHAIRMAN. The hands-on type of person?
Senator WYDEN. An aide, a hands-on staffer, yes.
Mr. BABR. To attract better-
Senator WYDEN. I am trying to find a way to get the people that

Dr. Owen is talking about. And my understanding is that when Dr.
Owen says we need people, we need them at every level in these
facilities.

Dr. OWEN. Every level.
Senator WYDEN. Which is medical directors, technicians, aides

and the like. And one of the reports that I have been getting is that
these chains do not pay very well, which is why it is hard to get
people in the field.

So could you just sketch out what kind of salaries one might get
if one went into this field, at several levels?

Mr. BAHR. Currently I would say, and I do not know on a na-
tional level what these salaries are but it would be local, a techni-
cian's annual salary would probably be in the $25,000 to $27,000
range. A registered nurse or a charge nurse, their salary range
would probably run anywhere from $30,000 to $50,000 a year.

Senator WYDEN. OK. One last question, if I might, for you, Mr.
Kang. Your essential thesis has been that quality is starting to go
up and your quality standards are working and that folks should
feel that the Federal Government is on top of the task. That is not
what the people in the State of Oregon are saying. That is not
what the health care administrators are saying. That is not what
the patients' families are saying. What they are saying is that we
have a recipe for disaster on our hands. We have an increasing de-
mand for these services. They are unhappy about the national for-
profit chains coming in and buying up the not-for-profit centers.
They are concerned about reimbursement. They are concerned
about what Dr. Owen talked about, which is that it is difficult to
attract people to the field. And they do not share your view that
things are improving.

So what are you going to do in my home State, where they do
not share your assessment that things are getting better?

Dr. KANG. First of all, Senator Wyden, I am HCFA's Chief Clini-
cal Officer; I am a Physician. I know you were late so

Senator WYDEN. Right.
Dr. KANG. My thesis was that things are getting better. However,

I actually believe that there is plenty of room for improvement and
there is much more that the Federal Government can be doing.

We are actually very well aware of what is happening in your
State of Oregon and what I would like to actually point out is that
what triggered our reviews and our surveys in the State of Oregon
was, in fact, lots of complaints coming from the citizens of Oregon
and also the fact that ownership had changed.

We do target our surveys based on change of ownership, largely
because there is a vulnerability there. So I would just like to point
out to you that our national average for surveying ESRD facilities
is around 20 percent nationwide; in the State of Oregon we actually
surveyed 39 out of 41, as you mentioned, so that is almost 100 per-
cent review within the last year because of these changes.
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I think one of the things that we would be very interested in and
we are well aware of the life-threatening deficiencies, we obviously
are very anxious to work with yourself and members of this com-
mittee on intermediate sanctions, which the GAO and the Inspector
General talked about, largely because our only sanction right now
and enforcement tool is to completely terminate someone from the
program. While we are not afraid to do that, I think that there are
intermediate sanctions that would be very useful in terms of grab-
bing facilities' attention.

Senator WYDEN. Can I just ask on that point, Mr. Kang, with re-
spect to these intermediate sanctions, do you need legislation that,
would give you that power?

Dr. KANG. Yes, we do.
Senator WYDEN. And what would be an example of an intermedi-

ate sanction and how would that kick in? I guess what I am con-
cerned about is that if you have a facility with a life-threatening
situation, I do not think you have any choice but to move very, very
quickly in order to protect the patients. Intermediate sanctions
sound, to me, constructive if you are dealing with something that
is not at the level of that kind of seriousness we are seeing in the
State of Oregon.

So why don't you describe, if you would, what you think inter-
mediate sanctions ought to apply to because to me, when you have
life-threatening conditions, we need something considerably more
than that.

Dr. KANG. With life-threatening situations, we actually ask for
an immediate corrective action plan of that life-threatening situa-
tion. Otherwise, they are terminated from the program. So what
has happened in the situations in Oregon is that they have made
immediate corrective actions.

I think what we are concerned about, though, is that once they
have made the immediate corrective action, then the spotlight is off
and there can be this yo-yo effect that the General Accounting Of-
fice referred to.

I do think that civil monetary penalties really have an effect of
keeping one's attention to the task at hand and sticking to the cor-
rective action plan.

So I think that those tools are useful but I want to assure you
that if, in fact, a facility is found to have life-threatening-is plac-
ing people's lives in jeopardy and they continue to do so, then the
Health Care Financing Administration will terminate them from
the program immediately.

Senator WYDEN. Well, the message from the State of Oregon is
that the Federal Government needs to be a better partner here and
that the Federal Government has not moved quickly enough in in-
stances where there are serious deficiencies, which you have cor-
rectly described as life-threatening. I have tried to understate what
I am hearing from my constituents. These are life-threatening mat-
ters and I think the Federal Government needs to be a better part-
ner in terms of working with the States on that matter.

And with respect to further oversight of these facilities after they
have been corrected, clearly this is another area we ought to be
working on and I hope that you could furnish the committee some
additional examples of what you think intermediate sanctions
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ought to be because I happen to think that that is an effective ap-
proach where you say look, we have a serious problem here. It is
not life-threatening but we have a serious problem and we are
going to send you a strong message now before we, in effect, boot
you out of the program.

I have been trying to watchdog these facilities since the days
when I was Director of the Gray Panthers, before I was elected to
the House, and I think we have a very serious public health prob-
lem on our hands now. The combination of the increased demand
and the trend toward for-profit chains, which is not having the ef-
fect that Dr. Owen is talking about. Dr. Owen is describing what
he would like to see come out of the for-profit chains. He is cer-
tainly describing what I would like to see in theory, that those ad-
ditional resources make it possible for our country to deal with ev-
erything from the personnel problem to the research problem and
various other issues that relate to the development of public health
policy.

I think what we are seeing is something very different and that
is we are seeing those big facilities cut corners. We are seeing them
cut corners in spite of the fact that we have life-threatening situa-
tions and Mr. Kang saying he wants the Federal Government to be
more effective.

So there is a lot to do here, folks, and fortunately, we have the
chairman, who approaches these issues in a thoughtful and a bi-
partisan way and Chairman Grassley, again my thanks to you for
all your leadership and I look forward to working with you.

The CHAIRMAN. On the point you made about adequacy of re-
search or research generally, we think to some extent what we
have done getting ready for this hearing, that there is some just
plain necessity of bringing some to conclusions and getting some
consensus on what is out there. That does not preclude what you
say, that maybe there needs to be some additional research, but we
need to get some clarity and consensus on what has already been
done. And we are thinking about asking the National Institute of
Health to help us with that effort. Thank you very much.

Senator WYDEN. Thank you.
Dr. WISH. Can I make one more comment about the chains, be-

cause I have some data?
The CHAIRMAN. Please do.
Dr. WISH. Our Network, which again is in the Midwest-Ohio,

Illinois, Indiana and Kentucky-we look at patterns of care. That
is our job. And we actually have the data infrastructure in place
so that we can collect facility-specific information on all patients
three times a year. So we did not want to wait for the VISOIN
project to be up and running. We kind of did it on our own.

We looked at patterns of care in Chicago, which is the largest
metropolitan area in our Network, and there are three large chains
that have a high penetration in Chicago. We looked at the out-
comes for anemia management and adequacy of dialysis for those
three chains over a year period.

What we found is that there was one chain that was consistently
performing at a level higher than the network as a whole; there
was one chain that was consistently performing at a level com-
parable to the Network as a whole; and there was one chain that
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was consistently performing all of its facilities at a level below the
rest of the Network. So obviously it is not fair to paint all the
chains with the same brush.

But what was interesting is that when we contacted the Medical
Director of the chain that was having the poorer performance, they
were very open to a Network-based intervention. They assembled
all of the medical directors from the Chicago facilities in one place
at one time so the Network could do an intervention activity with
education and giving them tools for quality improvement. And over
the next year, that chain brought its level of performance up to
that comparable to the rest of the Network.

So you do have some economies of scale when the chain can
bring together the people that direct the medical care in all the fa-
cilities in one place at one time for a single intervention activity.

The CHAIRMAN. That brings me back to a point that Senator
Breaux made and the information that is available. So your view
then on information being on the Internet for anybody to have ac-
cess to, you feel that information is available, that information is
accurate, and it would be very beneficial in

Dr. WISH. That information will be available on a national level.
It is not currently available at a national level.

The CHAIRMAN. When would that be?
Dr. WISH. It is hopefully going to be ready, up and going, by

mid-2001.
Now there is going to be a website, as Dr. Kang said, at the end

of this year that is going to have the URR and hematocrit compli-
ance from the billing data, but the universal data from the Clinical
Performance Measures initiative, which is going to be collected on
every patient from all facilities, hopefully which will augment the
validity of the data that is on the website, will be available, we
hope, by mid-2001.

The CHAIRMAN. I have some questions but I want Senator Wyden
to-

Senator WYDEN. I will be very brief, Mr. Chairman. I would very
much like to see your study, Dr. Wish. And I guess what I would
like to see resolved in this is what percentage of patients in these
three chains are involved in programs that are seriously deficient.
In other words, you described three chains; one of them was above,
one of them was at the appropriate level and one was below.

So the question that arises to me, and that is why you have to
see the study, is whether or not one third of the patients were in
a chain that was offering seriously deficient care. If one third of the
patients were in a facility offering seriously deficient care, I think
the two of us would agree that is a serious kind of problem. You
would want to correct it. I want it corrected because it is consider-
ably higher than even what amounts to the 25 percent in my State.

So if you can get me that survey, I am particularly interested.
Dr. WISH. I would be happy to send you the data. It actually

turns out to be about a quarter because there was a quarter of pa-
tients in each of the three chains and the other quarter were the
independent facilities.

Senator WYDEN. So in your survey-
Dr. WISH. And this is metropolitan Chicago only.
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Senator WYDEN. I understand. In your survey in a recent time
period, a quarter of the patients in a chain assessment were receiv-
ing care that was seriously deficient.

Dr. WISH. That was under the level of the Network as a whole
for adequacy and anemia management.

Senator WYDEN. And you would agree with me that that is unac-
ceptable and that is why you stressed over the next year they im-
proved it.

Dr. WISH. Correct.
Senator WYDEN. Well, I would like to see this survey because I

think it is pretty clear that with a medically vulnerable population,
this country cannot sit around and say we are going to tolerate 25
percent of them, one out of four, in facilities that are seriously defi-
cient and life-threatening. And I see Dr. Owen and Mr. Bahr nod-
ding their heads affirmatively.

Dr. WISH. And the Network did not tolerate it. We went in and
we got improvement.

Senator WYDEN. Right, but you got improvement after we did the
survey. But then, as Mr. Kang said, we still have an issue with re-
spect to what happens after there has been an improvement after
one year and what kind of oversight there is.

Dr. WISH. We continue to get data from every facility three times
a year, so we can keep track of that.

Senator WYDEN. I will look forward to seeing that.
Thank you, Mr. Chairman.
The CHAIRMAN. Thank you.
Dr. Wish, I understand that the Networks are collegial in their

relationship with providers in their efforts to improve patient care
and outcomes. Does this type of relationship work?

Dr. WISH. Yes, we think that it does. It is a peer review kind of
paradigm, so we feel that building a nonpunitive environment is
important for the facilities to kind of air their dirty laundry so that
we can help them. If they fear sanctions, then it is going to be very
difficult for us to understand what processes might be flawed so
that we can give them interventions that may help to improve
those processes. So we feel that collegial relationship is essential
for the success of the Networks.

The CHAIRMAN. Dr. Kang, as I am sure you are aware, there are
numerous studies about the various quality issues of patient care.
We have had a discussion on our staff and it puzzles us why there
is no definitive work on quality issues, such as adequacy of dialysis
and reuse of dialyzers in this country. Many patients still worry
about whether they receive enough time, for dialysis.

As the two patients testified today, equally alarming to patients
is the reuse of dialyzers. Many patients believe that it is a profit
matter for the companies and that the patient quality of life does
not matter.

Our committee's research has found numerous medical research
studies inside and outside the United States. It appears that the
print studies advocate for longer dialysis. Dialyzers are not reused
in other industrialized nations.

What do you believe is the reason that research in the United
States has not reached any conclusions about these important pa-
tient care matters?
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Dr. KANG. Chairman Grassley, before I answer that I would like
to just take one opportunity on the question that you asked Dr.
Wish.

Our approach with regard to survey and certification and Net-
works is very similar to what the IOM recommended in terms of
patient medical errors and patient safety. You actually need two
environments. You need the regulatory environment, which is a
blaming environment. It is our survey and certification. Then you
need the learning environment; that is the Networks. That is the
collegial environment. You really do need both.

This goes back to a question for the first panel. It is very similar
to the airline industry. In the aviation industry, you have FAA,
which is the regulatory, blaming approach, and you actually have
NASA, which is the learning, collegial approach. You learn from
your mistakes.

So I just wanted to say really for the record that you need both
and I would really encourage this committee to support both, real-
ly, to improve the care for patients.

In answer to your questions, I think that we are currently ac-
tively wrestling with the issue of adequacy of dialysis. And as Dr.
Owen mentioned, what this country is wrestling with are the trade-
offs between patient choice and time on the machine, lifestyle
issues, et cetera.

I do think that to the extent that we find and the public and doc-
tors begin to realize that the longer you get dialyzed, the more ade-
quate it is and the better your mortality and survival and quality
of life is, that over time, this will continue to move as it did in Eu-
rope.

With regard to the reuse issue, we actually are actively involved
with NIH and the USRDS to look at the reuse issue to try to sort
through in follow-up to the study back in 1994 as to what are the
issues for reuse, whether we need to be regulating and if so, where
we need to be regulating more aggressively.

And then, quite frankly, to the extent that reuse is associated
with worse outcomes, there are payment implications, as Senator
Breaux has questioned.

But the NIH and USRDS is soon to publish the results of that
study. The one thing that I would like to assure you is that we
have an agreement with them. To the extent that they find any-
thing untoward early on, that they were actually to report to us so
that we could take immediate action. They have not had those find-
ings yet, at least as far as I know, but they are actively looking
at the implications of reuse for patient outcomes.

The CHAmRMAN. Is there some academic reason for research to be
done and conclusions not reached and we are guessing what those
conclusions are going to be? Because I assume that we have had
people doing the same research in other industrialized countries
and come to conclusions. The way I read it, we have not come to
conclusions.

Now maybe you are telling me we have come to conclusions.
Dr. WISH. I do not think we have, as Dr. Owen
The CHAIRMAN. What is different about the academic environ-

ment in the United States that keeps us from coming to those con-
clusions, as opposed to other industrialized nations?
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Dr. KANG. I do not think the other industrialized nations, and
maybe Dr. Owen knows more about this, have actually come to
conclusions, also. It is just more of a practice style at this point.

The CHAIRMAN. OK. So you get back to a lot of problems in
America from one part of the country to the other related to a dif-
ferent style of practice of medicine.

Dr. OWEN. There are substantial differences in practice.
Dr. KANG. What we are very interested in doing is doing what

evidence-based medicine would support doing and I want to assure
you that to the extent the evidence says reuse is unacceptable, the
Health Care Financing Administration would take a strong posi-
tion that it is unacceptable.

The CHAIRMAN. OK.
Dr. Wish, how are the Networks addressing concerns that pa-

tients and dialysis facility staff are reluctant to complain about
poor care for fear of retaliation or losing a job?

Dr. WISH. Well, that is a concern. When we get a patient griev-
ance or we get a staff complaint about how a dialysis facility proc-
esses may be unsound, what we find is in the vast majority of
cases, which we always refer to the medical review board-these
are not handled at the staff level at the Network. These always go
to a medical review board of peers so that we have all disciplines
involved in terms of evaluating the nature of the complaint.

What we find is that in the vast majority of cases, these are com-
munication problems, especially patient grievances. It does not nec-
essarily represent bad care. It just represents the fact that the pa-
tient had something done to them that they did not understand,
that nobody really explained it to them, that there was a change
in their environment that they did not anticipate, and that was the
source of the concern and ultimately of the grievance.

And what we find is that by mediating the communication be-
tween the facility and the patient, the vast majority of grievances
are resolved and there is really no issue in terms of long-term sanc-
tions or fear by the patient that they are going to get inadequate
care because of voicing the complaint.

Now, there are situations where we are concerned. There are pa-
tients that do file grievances that we feel do represent significant
process issues and in those cases what we try to do is keep the pa-
tient's identity anonymous to the facility and go into the facility
with a site visit to address their processes of care on a hands-on
level.

So we actually go through their policy and procedure manuals.
We actually observe how dialysis is conducted from the beginning
to the end, how the technicians interact with the patients, how the
nurses interact with the patients, with special view to what the
issues were that the patients did bring to our attention. And if we
find that there is a significant deviation from what we feel to be
accepted practices, then the facility will be put on record as defi-
cient and they will be required to file a plan of corrective action
within 30 days-how the procedures will be corrected. Then a fol-
low-up site visit is done to make sure that the deviation has been
corrected. And under these circumstances, the patient's identity is
kept anonymous from the facility.
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The CHAIRMAN. Mr. Bahr, a little bit along the same line, what
do patients or their representatives do if they are dissatisfied with
the care that they receive or the services or environment of care
that you provide?

Mr. BAHR. One, you have to deal with this in a very sensitive
manner. To address a patient while they are on dialysis is inappro-
priate. We ask to speak to them outside, set up a time, a conven-
ient time, often bringing in family members.

And as Dr. Wish pointed out, more times than not, the issue that
has come to our attention that they have finally come to us with
is a communication breakdown. Some way or another our team was
not communicating with the patient correctly.

So we deal with it outside, bring it back. If they have particular
issues with an individual staff member, we may ask for a time-out
for both. You know, you will not have this patient care member for
a bit. If there were technical problems, that person, when they put
that patient back on, will be under direct supervision to observe
their technique and ensure what is going on is appropriate and cor-
rect.

But more times than not, sir, we have to deal with this outside
of the unit. The unit-you have patients right next to patients. You
do not need to involve them in that patient's business.

The CHAiRmAN. We had this first panel, Mr. Smith, and so your
vice president would not be calling Mr. Smith in the middle of dial-
ysis. That's not good for-

Mr. BAHIR. Sir, I am chief cook, bottle-washer, vice president,
whatever personnel today. It is a small unit, so I am the vice presi-
dent.

The CHAIRMAN. The point is still the same.
Mr. BAmI. I understand people wanting to understand what pa-

tients' concerns are. I assume that his concerns were voiced at the
unit prior to him ever talking to anybody here.

The CHAIRMAN. If you had one of your patients testifying today
you would not have called-

Mr. BAmR. I would be nervous.
The CHAIRMAN. But you would not be calling them while they

were getting dialysis?
Mr. BAHm. No. I would hope that I knew, because I had had a

good communication with them before they got here and they prob-
ably would not be here.

I just had one other point.
The CHAIRMAN. Sure.
Mr. BAHR. We talked about longer times on dialysis. In our dialy-

sis unit, our times are increasing, sir. My average length of time
for my patients is about 4 hours and 15 minutes actual dialysis
treatment time. It is ever increasing.

My population also-I looked at a graph before coming to the
meeting today showing the ages. In 1997 the average age of the
population was 61.1 years. Mine is 76 due to demographics. It is
a different population.

The CHAIRMAN. Dr. Kang, how does HCFA determine that the
Networks perform requirements of their contracts? Do you believe
that the Networks are performing the job of "improving the quality
of patient care"?
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Dr. KANG. We are moving toward not only a performance meas-
urement system for each dialysis facility but also for the Networks,
we can actually aggregate those measures to also look at network
performance.

So at some point when we have the system of performance meas-
urements in place, we plan, in fact, to move the Networks to per-
formance-based contracting, just as we did with the PRO program.

The CHAIRMAN. I might submit some questions for answers in
writing. I will review whether or not we got adequate information,

-but that is the end of my oral questioning, at least.
So I thank you, as well as the first panel, for your testimony. I

think has been very helpful in helping us to determine whether the
quality of care for dialysis patients is what it ought to be.

I think most importantly, your testimony will help the committee
determine how best to approach solutions to the quality of care
issues.

I want to bring up again what I said to Senator Wyden, that I
think in the process, we have to look for common sense solutions
and one of these is bringing some conclusions to the medical re-
search on several of these quality of care issues that we have dis-
cussed. Specifically, getting back to adequacy of dialysis, reuse of
dialyzers, it appears that it might be advisable to ask the National
Institute of Health or some other appropriate body to resolve some
of this debate with its research on an expedited basis. I am really
surprised that this debate has gone on for so long. The quality of
life of too many patients depends on it.

Then we also brought out how oversight is lacking. So the Gen-
eral Accounting Office and Inspector General made that clear. And
again it leaves a vulnerable population unprotected. So we will con-
tinue to work with HCFA and with the Networks as we strive to
improve the quality of care that patients receive.

In addition, we are going to have to further review the rec-
ommendations of the General Accounting Office and the HHS In-
spector General to determine if legislation is necessary. Part of that
relates to some sort of penalty procedures so you do not have to
just shut down a facility or not shut them down but take them off
of reimbursement, which might be the same. And obviously the
issue of more appropriations for enforcement.

We are going to leave the record open for 2 weeks, as I said pre-
viously, for additional statements or information. And each of you
who had longer statements, your statement in total will be printed
in the record, both for your panel and the first panel.

I thank you all very much and the meeting is adjourned.
[Whereupon, at 4:10 p.m., the committee was adjourned.]
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Question 1. Your report states that 169 of the inspected facilities in 1999
had deficiencies severe enough that, unless corrected, would warrant
terminating their participation in Medicare. How many of these facilities
were actually terminated?

Answer Of the 62 facilities found out of compliance with Medicare conditions of
participation in 1999, only one facility left the Medicare program. The facility
voluntarily terminated its participation in the Medicare program citing Medicare's low
payment level as the reason.

Question 2. What happens to a facility once It corrects its deficiencies? What
are the odds that a facility stays in compliance once the threat of
termination is lifted?

Answer. Once a facility corrects its deficiencies, it is considered to be in compliance
with Medicare's quality-of-care standards. Also, while in the process of correcting
its deficiencies, facilities continued to dialyze patients and receive full Medicare
payments.

Because of the infrequency with which facilities were inspected, we were unable to
establish the odds that a facility will remain compliant with Medicare's conditions of
participation. However, we did note that facilities often tended to repeat specific
deficiencies found by surveyors. For example, of those facilities with four or more
inspections, 38 percent that had deficiencies on their most recent survey were also
deficient on at least one of the same requirements on their pnor survey. Over half of
these facilities had two or more of such repeat deficiencies.

Question 3. Can you explain how a facility can have good clinical outcome
scores, but at the same time be Identified in on-site surveys as seriously out
of compliance with Medicare standards?

Answer. The dinical performance measures are often based on a sample of patients
with clinical data that may be several years old. While HCFA is taking steps to collect
and analyze clinical outcome data on all patients and improve data timeliness it is
unclear the extent to which they would capture all the aspects considered critical to
achieving and acceptable level of quality of care. For example, it maybe possible for
a facility to have good scores for urea reduction and at the same time not have proper
controls in place to ensure that patients' dialyzers are cleaned property or that
uncontaminated water is used in the dialysis process. This is why we are
recommending that HCFA do more testing before it uses outcome measures as the
key factor in selecting facilities to visit for unannounced on-site visits.

Page 2
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Question 4. In your report, you state that "fixed payment rates can create
incentives for efficiencies, but they can also be an incentive for
underservice. Can you explain what you mean by this and Is there evidence
that this Is occurring?

Answer. The comment on Medicare's fixed payment rate is not meant to criticize the
method of payment, but to provide background on the rationale on the need for a
strong oversight system to help assure that ESRD patients receive quality services.
Medicare pays dialysis facilities a fixed rate to cover a bundle of services, such as
laboratory tests, drugs and supplies, that are routinely required for dialysis treatment.
This fixed rate is the primary source of facility revenue and has remained essentially
unchanged since program inception. While the rate is adjusted to reflect differences
in local area wages it is not adjusted for patient case mix or dialysis practice. For
example, Medicare makes no additional payments for patients that might require
longer dialysis or more frequent weekly sessions.. Therefore, to maximize profits
from its dialysis operations a facility has strong incentives to control costs, by 1)
becoming more efficient in providing services and, or 2) potentially not providing
needed services to all patients.

Studies do show that dialysis facilities have made efficiency gains over time, for
example by adopting more technological advanced equipment as well as by
consolidating into multi-center companies. Also, productivity gains with staffing have
been reported. For example, in 1998 dialysis facilities used about 12 percent fewer
staff to administer dialysis than they did in 1993. Facilities increasingly relied on
lower-cost personnel to monitor dialysis treatments as well. The extent to which
these efficiency gains have resulted in underservice to patients remains unknown.

Question 5. Please describe the other enforcement tools currently available
to the HCFA when dealing with an ERSD facility that is out of compliance.
How often are these mechanisms used and what is the value of each?

Answer HCFA has three additional enforcement tools available for facilities that do
not comply with Medicare's quality-of-care standards, but they have never been used.
Two are of timited value but the third has some potential to provide deterrence to
future non-compliance.

1)HCFA has the authority to deny payments for new patients for facilities out of
compliance with Medicare's quality of care standards. This enforcement tool is of
limited additional value, because, like termination, the law allows facilities to avoid
this sanction by returning to compliance. HCFA has not implemented it into
regulation.

2)HCFA can also levy financial penalties against facilities that do not participate in
ESRD network activities or pursue network quality-of-care goals. Specifically, they
can deny payment for new patients, reduce a facilities payment by 20 percent for
every 30-day period of non-compliance, or withhold all payments for ESRD services.
This authority is also of little practical value, because the law only authorizes its use
if the deficiency does not 'jeopardize patient health or safety". However, networks

Page 3
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are inclined to refer only facilities with serious deficiencies to HCFA for sanction, but
only non-serious deficiencies would be subject to the financial sanctions. As a result,
the sanctions are rarely even considered.

3) HCFA can retroactively deny payments for services affected by facilities non-
compliance with quality-of-care standards for reusing dialyzers. This authority has
never been used because HCFA has not developed agency procedures to implement
it. The scope of the sanction is limited in that it applies to non-compliance with reuse
standards. Nevertheless, if it is enforced it could provide a strong incentive for
compliance, because it can be levied even if a facility corrects its deficiencies.

Page 4
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` X DEPARTMENT OF HEALTH & HUMAN SERVICES Off I In..p.to, Onel

WW.h.intos. D.C. 202D1

JUL I O

The Honorable Charles E. Grassley
Chairman, Special Committee on Aging
United States Senate
Washington, D.C. 20510

Dear Mr. Chairman:

Thank you for your letter of June 27, 2000, posing follow-up questions from your hearing of
June 26 on the End Stage Renal Disease (ESRD) Program. This letter will include your original
list of questions, followed by our response to those questions.

I) Why has the time between state surveys for ESRD facilities increased? How can this
problem be addressed?

The ESRD facilities have no mandatory survey cycle; nursing homes and home health agencies
have mandatory survey cycles established by Congress. By statute, States must survey nursing
homes approximately once every 12 months and home health agencies once every 36 months.
As a result, nursing homes and home health agencies receive funding priority over ESRD
facilities. In addition, the Health Care Financing Administration (HCFA) places ESRD facilities
under the category of non-long term care providers, which also includes non-accredited hospitals,
psychiatric hospitals, ambulatory surgical centers, and hospices. All of these providers compete
for the same pool of survey resources. Currently, non-long term care facilities appear tenth on a
list of 12 HCFA workload priorities for State agencies. To address the infrequency of ESRD
surveys, we recommended that HCFA determine an appropriate minimum cycle for dialysis
facilities either through policy, regulatory, or legislative means.

2) In your report, you recommend strengthening the complaint system for both dialysis patients
and dialysis facility staff. How does the complaint system currently work and how would
you strengthen this system?

Currently, dialysis patients can lodge a complaint with the State survey agency, the Network, or
both. Each entity has different authorities, approaches, and expertise. State survey agencies
investigate all complaints on site that involve life-threatening situations or possible violations of
the Medicare Conditions for Coverage. Their investigations go beyond the episode in question,
focusing instead on whether systematic problems make it likely that failures will occur in the
future.

Networks receive complaints covering a broader range of issues related to patient care. Network
investigations, in accord with HCFA instructions, typically facilitate quick resolution between
the complainants and the facilities. To do this, Networks usually identify the complainant to the
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dialysis facility. Networks address most problems by working collegially with facilities, whereas
the States approach the facilities in a more regulatory manner. Through their board membership,
Networks have important clinical expertise in nephrology that gives them substantial ability to
assess and follow up complaints regarding the adequacy of the clinical care being provided.
Networks have little authority to enforce corrective actions. The States, on the other hand, have
enforcement authority for violations of the Medicare Conditions for Coverage, but tend to lack
the clinical expertise concerning renal care.

Working single-handedly, neither the States nor the Networks can tap the full potential of a
complaint system that effectively addresses quality-of-care concerns. Therefore, we recommend
that HCFA work with Networks and State agencies to develop an integrated complaint system
that incorporates the following elements: accessibility, objectivity, investigative capacity,
timeliness, responsiveness to complainants, enforcement authority and follow-up, improvement
orientation, and public accountability. We urged HCFA to convene representatives from the
Networks and State survey agencies to identify ways in which these two entities can work
together most constructively, drawing on their respective strengths. Secondly, we urged HCFA
to conduct pilot efforts through which Networks and State agencies implement a unified
complaint system.

We also called upon HCFA to exert national leadership to facilitate the development of a
common instrument that dialysis facilities could use to assess patient satisfaction. This could
draw upon the instruments that some dialysis corporations have already developed and use for
their own internal monitoring efforts. For many patients, an anonymous response to a patient
satsfaction survey may serve as a safer vehicle for expressing concern than a formal complaint

facility, Network, or State agency.

3) Yourreport shows that HCFA no longer evaluates how well the state survey agencies
perform dialysis facility evaluations. Why doesn't HCFA follow-up on dialysis facility
-surveyors?

In the past HCFA conducted validation surveys through which HCFA staff would review dialysis
facilities shortly after a State certification survey. Recently, HCFA eliminated these in favor of
periodically observing State surveyors in real time and offering advice and assistanIce as
applicable. HCFA relies on State agencies to assess their own performance and, by working with
the HCFA regional offices, to develop and implement their own quality improvement plans.
This process is called the State Agency Quality Improvement Program (SAQIP). The program
addresses State survey activities generally, and fails to specifically assess dialysis surveys.
HCFA decided to move in this direction for a variety of reasons. First, HCFA staff lacks the
necessary expertise to evaluate dialysis surveyors. In our interviews with HCFA officials many
stated that they do not have the technical knowledge to adequately assess the State surveyors.
We were also told by HCFA staffthat they do not have the resources available to regularly
validate surveys. HCFA staffbelieve it is more effective to observe surveys because it provides
a teaching opportunity. I
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4) In your report, you recommend that HCFA hold individual dialysis facilities more
accountable for the quality of care they provide. How would such a plan of accountability be
implemented?

The primary way HCFA can hold individual dialysis facilities more accountable is by collecting
and disseminatingfocility-specific performance data and using such data in a balanced fashion,
both for improvement and enforcement purposes. Thus far, HCFA has primarily used
performance measures for improvement purposes by focusing on national and regional trends. It
is time, we believe, to build on this progress by using performance measures as a key mechanism
to hold individual facilities more accountable for the care they provide. Performance data can
help reviewers ask better, more targeted questions about quality. If a facility's performance on a
measure or a cluster of measures has been declining over time, or is consistently less than that of
other facilities with a similar patient mix, then it is reasonable to ask why and to do so in a public
forum. The answers might well indicate that such a facility is actually a top-quality one, with
sound reasons for its statistical ranking. Or, they could indicate that the facility does have
problems warranting attention.

We recommended that HCFA, with input from the professional community and from patients
and patient advocates, determine a new core set of facility-specific clinical indicators that will be
used to help facilities, Networks, State survey agencies, and the public assess the quality of care
at a facility. Once an electronic data collection system and data validation procedures are in
place, HCFA should generate quarterly, facility-specific reports that compare facilities to their
own past performance and to their peers at the State, Network, and national levels for each of the
performance indicators in the core set. The data in these reports should be made readily available
to all parties: the facilities, the Networks, the State agencies, and through Intemet websites (and
perhaps even postings in facilities), to the general public. Such data can help facilities gain a
better sense of how the facility is performing and can provide the leadership with valuable
leverage for initiating change. Networks can use facility-specific performance data to identify
outlier facilities that have continued poor performance and to identify best practices. State
survey agencies can use performance measures together with other information to help guide the
surveyors when they perform surveys or, in cases when the information seems compelling
enough, influence when they decide to conduct a survey. Finally and most importantly, the
public can use performance data to help make informed decisions and to foster public
accountability.



178

Page 4 -The Honorable Charles E. Grassley

I hope this letter is responsive to your questions. Please feel free to contact me, or your staffmay
contact Helen Albert, Director for External Affairs at (202) 260-8610 if we can be of any
assistance.

Sincerely yours,

A~b

Deputy Inspector General
for Evaluation and Inspections
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z NATIONAL RENAL ADMINISTRATORS ASSOCIATION

July 5, 2000

Senator Charles E. Grassley
Chairman
Senate Special Committee on Aging
Washington, D.C. 20510-6400

Dear Chairman Grassley:

Thank you for writing with follow up questions to the June 26 hearing on quality of care providedby Medicare's End Stage Renal Disease Program.

In answer to your first question on training programs for dialysis technicians I have enclosed a copyof the draft revised training program the state of California is planning to institute for dialysis
technicians later this year. This revised training program is similar to other state technician training
programs.

In answer to your second question about effective remedies to improve quality of care, the NRAA
believes that if dialysis facilities were surveyed every three years they would more likely be incompliance with HCFA's guidelines on a regular basis. Further, the association would suggest thatgiven the limited resources state surveyors have, that the next three year survey should be relativelybrief for those with good previous surveys so that the bulk of funding could be used to target
facilities with poor track records. Lastly, the NRAA believes that intermediate sanctions may beanother way to create incentives for poorly performing facilities to improve quality of care to theirdialysis patients.

Our answer to your third question about the effectiveness of termination with plan of correction, issimilar to our answer to the previous question. More frequent surveys in coordination with theESRD Networks will create the best incentives to ensure quality of care for patients. The NRAA
strongly believes that dialysis patient specific profiling by the networks in conjunction with triennialstate surveys is the most desirable way to keep dialysis facilities on their toes providing the best carepossible to their patients. As the ESRD Networks are the most knowledgeable about quality of carein dialysis facilities, requiring them to monitor, analyze and report back patient specific data todialysis facilities, in relation to their peers in the state and nation, will incentivize facilities toimprove their outcomes. If facilities do not respond to the patient profiling, then the networks shouldwork with the facility to develop a plan of care to improve patient outcomes and monitor thefacility's progress in fulfilling the plan of care.

11250 Roger Bacon Drive, Suite 8 * Reon. VA 20190-5202 * Phone (703) 437-4377 * F.x (703) 435-4390
E-mail: nra@nroa.org Iw .nra.org/ren.1/
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The association would also like to set the record straight about dialyzer re-use. Currently,

approximately eighty percent of freestanding and hospital-based dialysis facilities reprocess

dialyzers that are re-used on the same patient. All dialysis facilities must meet the American

Association of Medical Instrumentation (AAMI) guidelines on reprocessing dialyzers. The AAMI

guidelines are included in the Medicare ESRD Conditions of Coverage and the state surveyors use

these standards to determine compliance with reprocessing rules. AAMI updates these guidelines

periodically and the latest guidelines become a part of the ESRD Conditions of Coverage by

reference.

Further, there was some question as to whether Medicare was paying for new dialyzers when dialysis

facilities were actually reprocessing them. The cost of the dialyzer is included in Medicare's

composite rate paid to dialysis facilities for each dialysis treatment. As the composite rate has been

essentially frozen since 1983 when it was created, except for a $2 decrease in 1986, a $1 increase

in 1991, and a 1.2% increase in 2000, it no longer reflects the cost of providing a dialysis treatment.

According to MedPAC's March 2000 Report to the Congress, three-fourths of dialysis facilities were

paid less than their costs for dialysis treatments in 1998. Further, dialysis facilities must submit cost

reports to HCFA annually which reflect that the majority of dialysis facilities have been reprocessing

dialyzers for over a decade. Therefore, to the extent that costs are taken into consideration by

MedPAC and HCFA, the cost of reprocessing dialyzers and the cost of new dialyzers is taken into

account in determining what the appropriate composite rate reimbursement should be.

Thank you again for the opportunity to provide further information for the hearing record.

Sincerely,

Te fi
PresidedIr
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STATE OF CALIFORNIA

Draft 06/13/00

Chapter 7.7 Certified Hemodialysis Technician Program

Article 1. Definitions.

75600. Agency.

Agency means a private school, organization or individual approved by the
Department to provide a continuing education course and a certification training
program for hemodialysis technicians.

75602. Clinical Training.

Clinical training means that portion of the orientation program and the
certification training program which includes instructions and demonstration of
patient care skills relating dialysis treatment by an Instructor and a return
demonstration of competence in these skills by the trainee.

75605. Continuing Education.

Continuing education means provision of health-related courses for certified
hemodiatysis technicians by a clinic, unit, agency, public educational institutional
or in the facility where the hemodialysis technician is employed.

75607. Core Curriculum.

Core cuniculum means a description of each category of -study within a program
which covers the minimum knowledge and skills required for hemodlalysis
technicians and builds on their knowledge in a logical and methodical manner.

75610. Gross Negligence.

Gross negligence means the failure of a person to exercise any care, or the
exercise of so little care that it is apparent that the person is indifferent to the
consequences of his or her conduct and to the welfare of others.

75612. Hour.

Hour means fifty (50) minutes of participation In an organized learning .
experience. Each hour of classroom theory shall be accepted as one (1) hour of
certification training, in-service training or continuing education.

75615. Immediate Supervision.

Immediate supervision means that a supervisor shall be present in the same
room in which the person being supervised demonstrates the clinical skills.
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75617. Incompetence.

Incompetence means that a certified hemodialysis technician does not possess
or fails to exercise that knowledge and/or skill possessed and exercised by a
reasonable certified hemodialysis technician under similar circumstances.

75619. In-Service Training Program.

In-service training program means a Department approved program established
for hemodialysis technicians and provided by a clinic or unit employer of
hemodialysis technicians.

75621. Instructors.

Instructor means: (1) a physician who qualifies as a medical director of the clinic
or unit; (2) a registered nurse employed by an agency or public educational
institution with a least two years experience and one of which is in the treatment
of hemodialysis patients.

75623, Preceptors.

A registered nurse, or licensed vocational nurse employed by the clinic or unit
who have at least two years experience in hemodialysis within the last twenty-
four (24) months and a current competency skills checklist on file in the clinic or
unit may assist in didactic sessions and serve as preceptors for skills within their
area of licensure. Certified hemodialysis technician with two years experience
may also service as preceptors for task oriented duties within their certification.

75626. Hemodialysis Clinic I Unit.

(a) Clinic means a licensed specialty clinic for the treatment of patients with end-
stage renal disease.

(b) Unit means a specialized unit of a licensed clinic or licensed hospital for the
treatment of patents with end-stage renal disease.

75628. Public Educational Institution.

Public educational institution means an accredited college, accredited university.
a regional occupational center, a high school, or adult education center whose
certified hemodialysis technician training programs have been approved by the
Department of Health Services, or the Department of Consumer Affairs and
offered by the Department of Education.
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75630. Student Performance Standard.

Student performance standard means a standard which Is used as a method ofmeasuring trainee learning.

Article 2. Administration.

75633. Administrative Policies and Procedures.

(a) Each clinic, unit, agency or public education Institution providing
hemodialysis technician training shall develop and implement written
administrative and management policies to govern the administration and
management of the training program, and the Instructors. Such policies shall be
reviewed annually and revised as often as the clinic, unit, agency or public
educational institution determines necessary. A copy of the policies shall be
made available upon request to the Department.

(b) Policies shall include but not be limited to:

(1) Job descriptions detailing qualifications, duties, responsibilities, and
limitations for the program director and Instructors.

(2) An organizational chart showing the person in charge of the program, the
lines of authority, responsibility, communication, staff assignments, and
schedules.

(3) The method of monitoring instructors by the individual responsible for the
training program.

(4) The ratio of students to instructor(s) for the clinical training, not to exceed a
ratio of one (1) instructor to five (5) students.

(5) How student absenteeism and makeup classes will be handled.

(c) Except during training under immediate supervision, no person shall
provide services as a hemodialysis technician without being certified.

(d) No clinic, unit, agency or public institution shall make a claim that
completion of their program may lead to a student receiving a hemodialysis
technician certification unless their program has been approved by the
Department.

75635. Director of Staff Development or Instructor.

(a) Each clinic, unit, agency or public educational institution providing
hemodialysis technician training shall be responsible for hiring qualified staff
and shall submit a resume to the Department reflecting the qualifications of a
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Director of Staff Development (DSD) or Instructor who must be approved by the
Department. In a clinic or unit, a licensed nurse who meets the qualification in
this section may provide the training in place of the DSD when the DSD is
absent due to illness or vacation or when the DSD has terminated employment.
In the latter instance the clinic or unit must show evidence of recruitment
efforts. A copy of the resume must be kept on file at the clinic, unit, agency, or
public educational institution. The Department shall be notified within thirty (30)
calendar days following the employment of a new Director of Staff Development
or Instructor.

(1) Submission of a resume shall be deemed to occur on the date the resume is
received by the Department.

(2) A resume shall be considered complete when it clearly addresses all the
qualifications required by the Department

(b) The Department shall inform the facility, agency or public institution within 30
days that it Is complete and accepted or that Is deficient and what specific
information or documentation Is required to complete the resume.

(b) Department's maximum time period to approve a resume for an Instructor or
Director of Staff Development shall be sixty (60) calendar days, from the receipt of
the Initial application to the final decision regarding the resume. To prevent delays,
the Department may provide telephone approvals whenever possible. Telephone
approvals shall be followed by written confirmations.

(c) The clinic or unit, agency, or public educational ins*tu on is responsible for
assuring that the DSD or Instructor who teaches the cerdification training program
meets the following qualification requirements: a registered nurse with at least 2
years experience and one of which is in the treatment of hemodialysis patient

75638. Program Flexibility.

(a) All clinics, units, agencies and public education institutions are required to
maintain compliance with licensing requirements in Sections 75600 through 75693
These requirements shall not prohibit the use of altemate concepts, methods,
procedures, techniques or personnel qualifications or the conducting of pilot
projects, provided such exceptions are carried out without reduction in the quality
of the hemodialysis technician training program, the quality of patient care in the
clinic or unit or the ability of the certification training program to prepare
hemodialysis technicians for certifications. Such exceptions may only be carried
out with the prior written approval of the Department which shall provide for the
terms and conditions under which the exception is granted. A written request and
substantiating evidence supporting the request shall be submitted by the applicant
or licensee to the Department.
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(b) Submission of a request for program flexibility must be made in the format and

on a form developed by the Department. Form, DHS 5000 5/92 is hereby
incorporated by reference. Submission of the program flexibility request shall
be deemed to occur on the date the request is received by-the Department
This form can be obtained by writing to the Department at the address specified
in Section 75673.

(c) A request is considered complete when the hemodialysls clinic or unit, agency,
or public institution has fully described how it intends to meet the regulatory
requirement in an alternate manner.

(d) Any approval of the Department granted under this Section, or a true copy
thereof, shall be posted immediately adjacent to the clinic or hospital license.

Article 3. Program Components.

75640. Orientation Program.
(a) An orientation program shall be provided by each clinic or unit. Each clinic
must submit for the Departments approval a written plan describing Its orientation
program. Facilities which already have a written plan approved when these occur.
To be considered complete, any new program plan shall include the following.

(b) Experienced hemodialysis technicians, certified and non-certified hemodialysis
"' <&J f technicians shall receive eighty (80) hours of documented orientation. The

orientation program shall Include classroom and clinical instruction, and must be
completed within two weeks of employment.

..,(What of part time employees? 72 hours not 80 hours of orientation if facility
operates with 3 (12) hour shifts per week.)

The first eight hours of orientation shall be conducted prior to providing direct
patient care. Orientation related to the following facility - specific subjects shall
be provided at the facility where the certified or non-certified hemodialysis
technician is employed:

(For example)
(a) A tour of the facility, including a description of the patient population,

description of the daily routine for patent and demonstration of the use of
equipment.

(b) Instruction in the prevention and management of catastrophe and other
Unusual occurrences, including but not limited to emergency procedures
relating to fire and disaster preparedness.

(c) Introduction to basic patient care, which includes supervised clinical training
prior to a patient care assignment

(The work group needs to determine what items need to be included during this
initial period of orientation. Also, is this 80-hour program going to be provided In
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addition to the 480-hour certification program suggested for hemodialysis
technicians.)? To be included in orientation unit specific policy/procedures.
Orientation should be given in addition to the training program.

75643. Certification Training and Competency Evaluation Program.

(a) A certification training shall be conducted either directly by a clinic or unit or
through an agreement with another clinic, unit, agency, or public educational
institution approved by the Department. All providers of certification training
and competency evaluation programs shall meet both state and federal
requirements.

(b) When a clinic or unit provides a certification training program through another
clinic, unit, agency or public educational institution there shall be a written
agreement signed and dated by the authorized representatives of each party.
Agencies and public educational institutions must develop the training
schedule with the clinic or unit and provide the above record to the clinic or
unit. Agencies and public educational institutions which use a clinic or unit
as a clinical skills training site for certification training shall keep a record for
each student which includes: the date, the time of the training, and the name
of the qualified instructor. The agency and public educational institution
providing the training must retain these records for a period of four (4) years
starting from the date each class begins. The certification training program
records shall be kept available for the Department s inspection for a period of
four (4) years from the date the Department approves it. The training
records for trainees who have successfully completed the program shall be
available for the Department's inspection for period of four (4) years from the
date of enrollment. The training records for trainees who have not
successfully completed the program will be reviewed to determine the reason
for the trainee did not complete the program and whether issues exist which
need quality improvement.

(c) A contractor who provided certification training for a clinic or unit by
agreement shall be responsible for the program in its entirety. This shall
include furnishing the staff to teach theory and supervise, the clinical training
of the program. Clinics or units shall only contract with a Department
approved training programs.

(d) A contractor which provides a certification training for an clinic or unit by
agreement shall be responsible for the program in its entirety. This shall
include furnishing the staff to teach theory and supervise the clinical training
of the program.

(e) A contractor shall maintain evidence that all health professional staff
participating in the training program are currently licensed, registered or
certified in there area of expertise.
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(f) A trainee shall complete the program and the competence evaluation within
nine (9) months of the initiation of the certification training program.

(g) A newly hired non-certified hemodialysis technician shall be enrolled In a
certification training program within thirty (30) days of the date of
employment

(h) Each clinic, unit, agency or public educational Institution shall submit a
request for the Departments review and approval thirty (30) days prior to a
change In core curriculum content, training hours or contracted services.

(i The minimum training standards for persons certified as hemodialysis
technicians after July 1, 2001 are as follows: A minimum of a 480-hours of
training shall be completed with a period of two hundred eighty (280) calendar
days. The training shall include not less than 300 hours for Clinical
Performance. Training shall include but not to be limited to, Instruction in the
following subjects:
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75846. Classroom Instruction:

(A) Dialysis Overview.

(1) Principles of Dialysis.
(2) History of Dialysis.
(3) Concepts of fluid and particle dynamics including diffusion, osmosis and

ultrafiltration.
(4) Definitions and terminology.
(5) Communications skills.
(6) Medical ethics and professional performance.
(7) Confidentiality of patient medical records and Information.
(8) Patient rights and responsibilities.
(9) Multidisciplinary team process.
(1O)Quality assurance(QA) and continuous quality improvement (CQI).

a. Principles of QANCQI.
b. Role of the technician in quality assurance activities.

(11) Psychosocial and Financial Issues including dealing with difficult patients.
(12) Renal organizations and resources.

(B) Body Systems Review.
(1) Cardiovascular System.
(2) Renal System Anatomy and Physiology.
(3) Pathology of Renal Failure.
(4) Hemotologic Aspects of Renal Failure.
(5) Fluids, Electrolyte and Acid-Base Balance.

(C)Treitment Modalities.

(D) Renal Diet and Blood Chemistries.

(E) Infectious Diseases.

(1) Basic concepts regarding the science of microorganisms and transmission of
infectious diseases.
(2) Blood borne pathogens, hepatitis, and other infectious and communicable
diseases.
(3) Prevention and control:

(a) Standard universal precautions.
(b) Methods of sterilization.
(c) Methods of disinfection.
(d) Isolation techniques.
(e) Aseptic techniques.
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(F) Dialysis Systems and Equipment

(1) Fluid delivery systems.
(2) Composition and preparation and monitoring of Dlalysate.
(3) Water treatment.
(4) Dialyzers including design and performance characteristics.
(5) Dialyzer re-use.
(6) Electic safety.
(7) Cleaning, disinfection and sterilization for all systems and equipment

(G)Routine aspects of dialysis care.

(1) Anticoagulation Therapy e.g., Heparin.
(2) Local anesthetics e.g., Lidocalne.
(3) Sodium chloride solutions.
(4) Vital Signs.
(5) Fluid Management calculations.
(6) Patient Monitoring.
(7) Blood pressure, weight change and ultrafiltration.
(8) Monitors for Hemodialysis.
(9) Medical Records/ Charting.
(10)Medication common in dialysis: indications, side effects and interactions of

medication commonly prescribed for dialysis patients.
(11) Awareness of outcome and goals for patient care.

(H)Hemodialysis Vascular Access to the Circulation: surgical creation, post-
operative care use and observations.

(I) Medical Problems Common During Dialysis.

(J) Complications of Renal Failure.

(K) Special consideration for patients with diabetes, cardiac and respiratory
disease: geriatric, pediatric, and new dialysis patients.

(L) Other Modalities e.g., peritoneal dialysis and renal transplantation.

II Clinical Performance.

During the clinical performance section of the training the Hemodialysis
Technician will demonstrate competency in all areas of the clinical performance
outlined.

(A) Principles of dialysis: understands and applies basic knowledge, theory, and
principles behind each procedure consistent with accepted standards.

65-918 2000-7
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(B) Dialysis procedures to Include:

(1) Infection control and aseptic technique.
(2) Adherence to universal (standard) precautions.
(3) Review of patient care plans and dialysis prescription prior to dialysis therapy.

(4) Vital signs (body weight, blood pressure, pulse, temperature and
respiration's): performance and reporting of unusual findings.

(5) Observation and reporting patient condition pro, during and post-dialysis
treatment

(a) Follow plan of action, frequency of checks and appropriate response to
changing situations.

(b) Recognize signs and symptoms of hypotenion; administering normal
saline, reporting to charge nurse, and rechecking patient vital signs.

(6) Fluid management calculations of total volume to remove, calculating
transmembrane pressure (rMP) when applicable, setting the dialysis machine
to achieve prescribed fluid removal, and adjusting fluid management when
necessary.

(7) Initiation and termination of dialysis.

(8) Delivering an adequate dialysis treatment according to the written prescription
and factors which may result in Inadequate treatment

(9) Glucose monitoring and hemoglobin/hematocrit monitoring.

(iO)Obtaining blood specimens for laboratory analysis.

(1 I)Complicatlons of dialysis. Anticipates, observers, acts appropriately, reports
and follows-up on patients complications.

(a Air Embolism.
(b) Hypersensitivity Reaction.

(c) Anaphylactoid Reaction.

(d) Blood and Drug Reactions.

(e)Chest pain.

(f) Convulsions.

(g) Dialyzers; Blood leaks, Clotting, Une disengagement, Recirulatlon.
(h) Fever.

(I) First Use Syndrome

() Hemolysis.

(k) Hypertension.
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(i) Idiogenic Osrnolar Shift
(m) Itching and Restlessness.
(n) Leg/Muscle Cramps.
(o) Nausea and Vomiting.

(p) Pyrogen Reaction.

(q) Severe Hypobolemic Shock.
(r) Shortness of Breath.
(a) Sterilant Infusion.

(12) Understands and applies emergency procedures and responses to the
complications to hemodialysis treatment, e.g., cardiopulmonary resuscitation.

(13) Patient ancillary care needs, e.g., supplemental oxygen, patient
transfer/transport

(14) External and internal disaster, fire, natural disasters, and emergency
preparedness.

(15) Safety, quality control and continuous quality improvement
(16) Medical records and charting; documents all patient care activities and

intervention utilizing appropriate medical-legal guidelines and terminology.

(C) Hemodialysis Equipment and Devices.

(1) Dialyzers models and performance characteristics.
(2) Priming of dislyzers and extracorporeal circuit for patient use; conrect dialyzer

prescription for a specific patient
(3) Technical aspects of equipment function and monitoring.
(4) Fluid delivery systems startup and shutdown.
(5) Performance of appropriate safety tests for the presence or absence of

sterilants In the fluid derivery system prior to patient use.
(6) Dialysate composition, options Indications, complications, monitoring and

safety.
(7) Monitoring dialysate prescriptions, conductivity, temperature and flow.
(8) Testing machine monkors and alarms according to facility protocols.
(9) Trouble shooting and response to alarm conditions.
(10) Cleaning, disinfection and sterilization of equipment.

(D) Water Treatment

(1) Standards used for dialysis Association from the Advancement of Medical
Instrumentation (AAMI) Standards and Recommended Practices, Volume 3
Dialysis, current edition.
(2) Systems monitoring.
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(3) Performance of appropriate safety tests for the presence of residual sterilaints
or disinfectants in the water pathway.

(4) Water contaminates and potential complications.
(5) Knowledge and application of emergency interventions.

(E) Reprocessing of Dialyzers.

(1) Understands and applies the principles of reuse.
(2) Safety, quality controls, universal precautions and water treatment
(3) Labeling of dialyzer with patient name, date reprocessed, reuse number and

fiber bundle volume.
(4) Priming of reprocessed dialyzers and extracorporeal circuit for patient use;

correct dialyzer for a specific patient
(5) Performance and significance of appropriate safety tests for the presence of

germicides or sterilants for reprocessed dialyzers to assure sterility.

(6) Performance and documentation of safety test for the absence of residual
germicides or residual stedlants prior to patient use.

(7) Standards for reuse as described In the American National Standard, Reuse
of Hemodialyzers, 1993 Edition, published by the AAMI, or most recent
published edition.

(8) Knowledge of potential complications of reuse and application of emergency
interventions

(F) Patient teaching to include: the role of the technician in supporting patient
education goals.

(G)lnfectlon control and safety to include:
(1) Basic concepts regarding the science of microorganisms, epidemiology and

transrmission of infectious diseases.
(2) Risks of nosocomial infections, accidents, and errors In treatment
(3) Adherence to universal (standard) precautions, aseptic technique,

disinfection, sterile technique. Isolation technique, and specimen handling.
(4) Risks to employees of blood and chemical exposure.
(5) Knowledge and application of CAL OSHA regulations, and other applicable

state, federal and local laws. .
(6) Electrical, fire, disaster, environmental safety, and hazardous substances.

(H) Participation in quality assurance (QA), and continuous quality Improvement
(CaI) activities.

(J) Cannulation of Arteriovenous (AV) Fistulae and Grafts.

(1) Observation, Inspection, reporting of patency, infection, and other signs and
symptoms of complications.

(2) Needle site preparation; using aseptic technique.
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(3) Use and administration of local anesthetics via intradermal injection.
(4) Correct needle placement and prevention of complications.
(5) Knowing when to call for assistance with difficulty in needle placement
(6) Securing AV fistula needles to prevention dislodgment.
:.(7)-Achleving hemostasis at needle sites following needle removal.
(8) Dressing of needle puncture sites post-dialysis.
(9) Signs and symptoms to report pre, during and post-dailysis.

(K) Administration of normal saline solutions, anticoagulants and local
anesthetics:

(1) Safe medication administration practice.
(2) Identifying and double checking the correct label on medication vial prior to

use.
(3) Label all syringes with medication content.
(4) Check the patients order on patient care plan.

(5) Preparation and administration of the correct dose and observing for
complications.

(6) Indication for administration.
(7) Dosages, strengths and types.
(8) Potential complications and precautions.
(9) Knowledge of signs and/or symptoms of allergic reactions and /or

anaphylaxis.
(10) Correct response to an allergic reaction and or anaphylaxis.
(11) Administration limits.
(12) Information to report and record.
(13) DocumentatIon on patient records; drug, dose, route of administration, time

and signature.

75650. During clinical training and demonstration of skills, there shall be no
more then five (5) trainees assigned to each agency or public Institution at any
time.
76653. Preceptor Staffing Ratio: In a clinical care setting the ratio of preceptors
to trainee shall not exceed I to 1, when Freponsible for engaged in the provision
of direct patient care.
75656. Reciprocity.

(a) An individual who attended training and obtained a hernodialysis technician
certificate.out-of-state, and is not Bonent certified must become certified by the
Department before he or she can work as a Certified Hemodialysis Technician in
Califomia. The individual must submit to the Department a copy of their
certificate of training and the didactic curriculum. Only original documents and
transcripts from out of state will be accepted by the Department for equivalency
consideration. If the certification training program completed meets the
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regulatory requirements, the Department will issue the Individual a hemodialysis
technician certificate within thirty (30) of the date of the application.. If the
Department determines that the training program completed does not meet the
same criteria for training outlined herein, the individual must take classes in those
areas required by these regulations to be oertified. Following the completion of
the required classes, the individual shall submit to the Department a document
from the training program verifying that he or she has successfully completed
the required classes. The Department will then issue the individual a certificate.

(b) When employed the newly certified individual will be required to complete a
competency skills check list. The clinic or unit shall assess individuars
competency to provide quality patient care before assigning the individual to
direct patient care, If the Individual is not found to be competent to provide
patient care; the individual shall be required to obtain additional instruction in the
areas required by these regulations. Once the required Instruction has been
completed the clinic or unit will conduct a follow-up competency assessment
The clinic or unit may not assign the individual to patent care until he or she has
been found to be competent to provide patient care.

75659. New Employee.

A new employee with Califomia CHT shall not be assigned to provide direct
patient care until the competency assessment has been completed. A
registered nurse who Is qualified as an instructor shall be responsible for a
written evaluation of each clinical skill demonstrated by the employee and shall
detenmine the individual's competency and ability to provide patient care. The
written evaluation shall be retained in the employee's personnel file.

75662. Trainee Evaluation.
Each trainee shall be evaluated on a bi-monthly weekl basis during the training
program to ascertain the trainee's progress.

75665. Competency Test
(a) A facility, agency, public institution providing a hemodialysis technician

certification training program shall develop a competency test, which complies
with the minimum training standards.

(b) A hemodialysis technician shall successfully complete:
(1) a written examination to validate knowledge and skills and
(2) a skills checklist to determine clinical competency.

75667. Certified hemodislysis technicians shall complete a competency test and
skills checklist at least annually.
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75670. Qualifications.

A clinic or unit shall require that each prospective trainees for a hemodialysis
technician training program have the following qualifications / education:
(a) high school diploma or graduate equivalent degree (GED).,to include
(b) communication skills
(c) fluent in English to include comprehension, reading, writing, and speaking
(d) current certification in cardiopulmonary resuscitation (CPR)

75673. Issuance of Certificates.

(a) The Director of Staff Development or Instructor shall notify the Department in
writing of those Individuals who have completed the certification training program
and have successfully passed examinations testing the knowledge and skills
related to the training outlined herein. Those who do not pass the examination
may be given two more opportunities to take the examination and pass,
Notification of those who passed or failed shall be sent no later than ten (10)
working days following the examinations. Certification of hemodialysis
technicians issued by the Department shall be valid for four years.

(b) No part-time or full-time hemodialysis technician shall be employed as
hemodialysis technician by a facility beyond ten (10) months unless he or she is
certified.

(c) Every person applying for, holding or to whom a certificate Is issued, shall file
his or her present mailing address with the Department and shall notify the
Department of an change therein. Applicants shall notify the Department in
writing or by telephone. The application and subsequent correspondence shall
be mailed to the same address:

Department of Health Services
Ucensing and Certification
Nurse Assistant Certification Section
714/744 P Street
P.O. Box 942732
Sacramento, CA 94234-7320

(d) Starting from the date the Department receives the application for the
certificate, the Department shall inform the applicant within 30 days whether the
application is complete or whether it is deficient If it is deficient the Department
shal inform the applicant what specific areas need to be changed to what
information needs to be added.
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(e) The Department shall make a decision whether or not to issue a certificate
within 90 days from the date the Department receives a completed application.

75676. For renewal of unexpired Certificates after Januaty 1, 1996 a
hemodiaysis technicians shall submit a certification renewal application, an
application fee and verification of the required in-service or continuing education
training every four (4) years.

(a) Submission of an application for renewal shall be deemed to occur on the
date the application Is received by the Department.

(1) Starting from the date the Department receIves an application for a renewed
certificate the applicant shall be Informed within thirty (30) whether the
application is complete and accepted for filing or that the application is
deficient and what specific information is needed.

(2) An application is considered complete when the correct fee Is received and
the accompanying documentation verifies completion of required thirty (30)
hours of in-service or continuing education training In dialysis care of general
health as required within the four (4) year renewal period.

75679. Fees.

(a) Each individual shall submit a fee for the issuance and renewal of
certificates, and replacement of certificates.

(1) The application for certification fee shall be fifty dollars ($50.00).
(2) The renewal fee shall be fifty dollars ($50.00).
(3) The duplicate fee for lost certificates shagl be'five dollars ($5.00)

(b) Payment by mail for the required fee shall be by personal check, cashiers
check, certified check or money order.

Article 4. Continuing Education and In-Service Training

76682. Provider Identification Training Number.

The Department shall issue a provider identification training number to all
ex sting hemodialysis clinics and units who have an hemodialysis technician
training program.

75685. In-service Training Program. Each clinic or unit shagl have an ongoing
In-service program planned and conducted for the development and
improvement of neoessary skills and knowledge for the hemodialyals technician
staff. Each program shall include, but not be [imited to:

(1) Prevention and control of Infections.
(2) Fire prevention and safety.
(3) Cardiopulmonary resuscitation.
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(4) Internal and external disaster plans.
(5) Accident prevention and safety measures.
(6) All newly developed policies and procedures.

75688. In-service Training and Continuing Education Sources.
A hemodialysis technician may obtain the in-service training or continuIng
required from one of the following sources:

(a) Health-related courses offered by accredited post secondary institutions.
(b) Health-related courses offered by the continuing education providers

approved by the California Board of Registered Nursing.
(c) Health-related courses offered b recognized health associations If the

department determines the courses to be acceptable.
(d) Health-related, employer-sponsored in-service training or continuing

education programs.

75690. In-Service Training Program and Continuing Education Course Record of
Attendance.

(a) The clinic, unit, agency, public educational institution shall provide each
certified hemodialysis technician with a record of the In-service training program
or continuing education course he or she has completed. The record shall
include:
(1) The individual's name and hemodialysis technician certification number.
(2) Title of the program.
(3) The date and hours attended.
(4) The name, address and telephone number of the organization or Individual

providing the training.
(5) The name, professional title and signature of the Director of Staff

Development or Instructor.
(6) The provider identification number issued by the Department.
(7) The following statement This record shall be retained by the certified

hemodialysis technician for a period of 4 years starting from the date of
enrollment.

(b)The orientation program in clinic or unit and the certification training program
shall not be claimed by the hemodialysis technician as in-service or continuing
education credit.

(c) Credit shall not be claimed for partial completion of in-service or continuing
education by the certified hemodialysis technician.

(d) Each participating facility, agency, or public educational institution shall retain
in-service or continuing education class records. The records shall include the
name and title of presenter, date of presentation, title of subject presented,
description of content and the signatures of those attending. The records shall be



/ 198

Draft 06/13/00
retained for a period of four (4) years from the date each class starts, and shall
be kept available for Department review.

Article 5. Adverse Actions and Corrective Remedies

75693. Disciplinary Actions and Appeals.

(a) The Department shall take disciplinary action against certified hemodialysis
technician in accordance with the specifications in section 1247.66 of the
Business and Professions Code.

(b) The Department may deny, suspend or revoke the certification of a
hemodialysis technician if it finds that the Individual Is not in compliance with
the provisions of section 1247.66 the Business and Professions Code or any
regulations adopted by the Department to administer this article.

(c) Proceedings to deny, suspend, or revoke a certification under this article
shall be conducted'with Section 100117 of the Health and Safety Code.

(d) At least twenty (20) business days prior to the effective date of the action, the
Department shall mail the certified hemodialysis technician written notice of
-the proposed action. The Department shall send this notice by certified mall
to the most recent address on record and shall indicate the reasons for
action, and shall Include a copy of the charges and material upon which the
action is based and an explanation of the right to respond verbally or in
writing to a Department representative at an informal hearing. Persons
convicted in a court of law are not eligible for the informal hearing process.
The informal hearing shall be held at the location designated by the
Department The hemodialysis technician must submit a request for an
informal hearing within fifteen (15) business days of receipt of the notice of
the effective date of an action to suspend or revoke his or her certificate. The
Department shall conduct the Informal within five (5) business days of
receipt of a request for a hearing.

(e) Any certified hemodialysis technician may forego the informal hearing
process and proceed directly to a formal administrative hearing by writing to
the Departmentfs Hemodialysis Technician Certification section within twenty
(20) calendar days of receipt of the Departmentrs notice of adverse action.

(f) The Department must issue a written decision to the individual by certified
mail within five (6) business days after dose of the informal hearing. The
decision must notify the individual of his or her right to an appeal pursuant to
chapter 5 (commencing with section 11500) of part 1 of division 3 of tltae 2 of
the Govemment Code If the indwiduals dissatisfied with the decision: The
Aide and Tech Certification Section at the address provided in section 75673
within twenty (20) business days of the decision.
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FORUM OF END STAGE RENAL DISEASE NETWORKS
July 10, 2000

Senator Charles E. Grassley
Chairman
Senate Special Committee on Aging
G31 Dirksen Senate Office Building
Washington, DC 20510

Dear Senator Grassley:

The Forum of ESRD Networks is pleased to provide the following responses to the
questions you posed in your June 27, 2000 letter:

I.) How are the Networks addressing concerns that patient and dialysisfacility staff
are reluctant to complain about poor careforfear of retaliation or losing theirjobs?
Most, if not all, Networks allow a patient who has submitted a grievance to remain
anonymous (to the facility and to other involved agencies, if any) as long as possible
and to identify she patient with the grievance only when authorized by him/her to do
so. Many Networks have a statement of Patients' Rights and Responsibilities that is
mailed to every new patient which outlines the grievance procedure and which
specifies that the patient has a right to confidentiality when filing a grievance with the
Network. Patient names are never included when a grievance is reported to HCFA or
a state survey agency. Many patient grievances are really comfort and/or
communication issues that do not violate standards of care or pose a threat to the
patient's health. In such cases, many Networks will attempt, with the patient's
consent regarding identification, to arbitrate the dispute to reach a resolution that is
satisfactory to the patient. Network interventions in response to a grievance may vary
from education of facility staff to a site visit with requirements for a corrective action
plan. In the latter cases, Networks will follow-up to assure that the corrective action
plan has been implemented by the facility and will reinvestigate if additional concerns
are noted. Networks are process and systems focused, so their emphasis is on
improving the processes and the culture of the facility, not only to resolve the stated
grievance and satisfy the grievant, but also to improve the care for all patients at the
facility. The Networks are sensitive to the issue of fear of retaliation, and are prepared
to investigate any patient allegations of retaliation or threat of retaliation. However,
such allegations are very rare.

Employee fear of retaliation for "whistle blowing" to a Network regarding substandard
patient care practices is a concem, but is not an issue which the Networks have the
authority to investigate or apply sanctions. The Forum response to the OIG report
recommended that this issue be addressed with a clearly defined system for
responding to such threats.

2) How do Networks work with state survey agencies to ensure thatfacilities are
providing quality care to their patients?

1527 Huguenot Road . Midlothian, VA 23113 . 804/794-2586 . Fax: 804/378-7351
email: forum@nrihmond.lngl.net . http:i/i .esrdnetworks.org
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The collaboration between the Networks and the state survey agencies was a focus of both the GAO and OIG reports
and offers considerable opportunities for improvement. There is substantial variation among the fifty state survey
agencies in how they collaborate with their respective ESRD Network. Since there is no national directive on how
these entities should work together, the relationships vary from a formal interactive relationship (as the OIG report
described in Texas) to no relationship at all. Surveyor turnover can be a significant barrier to ongoing cooperation.
Some Networks assist in providing ESRD training to surveyors. A complaint or grievance to a Network about a
facility that involves a potential violation of the conditions of participation is referred to the respective state survey
agency. In such cases, Network staff may accompany surveyors on a site visit to the involved facility if Network
resource limitations allow. More often, technical assistance to the state surveyors is provided by telephone. Many
Networks provide their educational materials to state surveyors and invite state surveyors to attend their educational
conferences (usually at reduced cost). Profile reports provided to facilities by the Networks are not released to state
survey agencies because this would undermine the sanction-free quality improvement Network-facility paradigm, and
because release of these data to the state survey agencies would place the data in the public domain. State survey
agencies are generally aware of the kinds of profile reports that the Networks provide to facilities and the agencies can
request these reports from the facilities themselves.

HCFA has recently drafted a policy memorandum that would strengthen the sharing of information between
Networks and state survey agencies. In their current contracts, the Networks are required to share information with
state survey agencies regarding noncompliant and/or uncooperative providers, provide technical assistance to state
surveyors in the investigation of quality of care issues, and share information necessary for the state survey agencies
to carry out their legislative or regulatory responsibilities. Although state survey agencies are obligated to share
information and support Networks in their oversight responsibilities for ESRD facilities, the nature and extent of this
information sharing and support was not specified. HCFA has requested that state survey agencies send copies of
Statements of Deficiencies (HCFA form 2567) to Networks following facility surveys and that in occurrences that
immediately impact patients' welfare the state survey agencies should notify the Network in advance of sending the
form 2567. This will allow the Network to collaborate, as resources allow, with the state survey agency and the
affected facility in developing process improvements and providing ongoing monitoring of progress.

3.) GAO has told us thatfacilities with violations avoid termination with simply a plan of action to address their
deficiencies. Does the Forum or the individual Networks do anything tofollow up with thesefacilities?
In the past, since the state survey agencies were not required to share the Statement of Deficiency reports with the
Networks, such information exchange was quite variable, and few Networks were informed of facility deficiencies.
In cases where the Networks are informed of facility deficiencies, which should become routine under the proposed
HCFA policy memorandum, Network interventions are limited to quality of care issues (as opposed to governance
and documentation issues over which state surveyors also have authority). Such interventions would be process and
systems oriented (quality improvement) as opposed to a band-aid approach merely to correct a deficiency (quality
assurance). It is ultimately the responsibility of the state survey agencies to follow-up on deficiencies and to
determine the effectiveness of the corrective action plan because only the state survey agencies and not the Networks
can impose sanctions if the facility's response is inadequate.

The Forum appreciates the opportunity to assist your committee with its investigation of the quality of care provided
by Medicare's End Stage Renal Disease Program. The Forum and ESRD Networks are committed to promoting the
process improvements at the facility and system level that will lead to an improvement in the quality and quantity of
life for Medicare ESRD beneficiaries. The Forum applauds the committee's work in this investigation, and we hope
it will result in greater finding for the infrastructure to provide quality oversight not just to protect patients, but also
to make their lives better and longer.

Sincerely yours,

Jay Wish, MD, President
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July 24, 2000

Cecil Swamidoss
Senate Special Committee on Aging
G31 Dirksen Senate Office Building
Washington, DC 20510

Dear Mr. Swamidoss:

As you might recall, during the questioning following my testimony on
June 26, I mentioned that my ESRD Network (Network 9/10) had done an
analysis of the patient outcomes in three dialysis chains in the Chicago
area. One chain had outcomes that were comparable to the Network
average, one had outcomes that were better than the Network average, and
one had outcomes that were worse than the Network average. Network
9/10 targeted the poor performing chain for an intervention activity
that included education of the Medical Directors and administrative
leadership regarding quality improvement tools and practice guidelines
for adequacy of dialysis and treatment of anemia. This was followed by
an improvement in the outcomes in the targeted chain which demonstrated
decreased variability and approached the Network average. Senator Wyden
requested a report of these data, which I am forwarding to you in the
attachment to this e-mail. I wish to acknowledge the effort by the
staff of Network 9/10 in preparing this report in what I hope was a
timely manner. I trust you will distribute the report to Senator Wyden
and the other members of the Special Committee on Aging. If you or
anyone on the Committee has any questions regarding this report, please
do not hesitate to contact me by return e-mail. Thank you.

Sincerely,

Jay Wish, MD
President
Forum of ESRD Networks

1527Haguenot Road . Midlothian, VA 23113 . 804/794-2586 * Faa: 804t378.7351
email: forumtrichmond.iofi.-et * http://www.esrdnetw-rk..org
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THE RENAL NETWORK, INC.

PATIENT OUTCOME IMPROVEMENTS SHOWN IN DIALYSIS CORPORATE
CHAIN FACILITIES IN END-STAGE RENAL DISEASE NETWORKS 9 AND 10

BACKGROUND

The Renal Network, Inc. is the contractor for End-Stage Renal Disease (ESRD) Networks 9 and 10. The
Network contract with HCFA is defined by the statement of wrk, which specifies activities in quatity
improveentt, data collection, analysis, and cotnmunity outreach for the states of Illinois, Indiana,
Kentucky and Ohio.

The Renal Network, Inc is governed by a Board of Trustees (0OT) and has three standing cammittees: a
Network Coordinating Council (NCC) that consists of one member from each Medicare-approved ESRD, a
Medical Review Board (NMR) and a Patient Leadership Cormittee (PLC). Manberships on the Board of
Trustees and all standing committees include renal professionals, dialysis patients and public mcenrsh

The Renal Network, Inc. collects dialysis patient information from Medicare-approved ESRD providers.
Patient information is aggregated into various data profiles and displayed with contparisons to geographical
locations, i.e. dialysis facility, health service areas (HSA), state, network region and corporation. In the
1980s, states were divided into health service areas a convention that accounted for numbers of ESRD
patients and utilization of services in geographical areas. The ESRD Networks and local state health
departments used the HSA information for Certificate of Need (CON) applications. The Renal Network,
Inc. analyses these data profiles and targets providers for quality improvement and community outreach.

Quality improvetent activities on dialysis adequacy and camnia managetent are under the direction ofthe
Medical Review Board. The MRB reviews adequacy and anotia data several times each year. In 1996, the
Network callected urea reduction ratio (URR) and htnatocrit values on all ESRD patients in the Network
area during the fourth quarter of the year. This data established a haseline from which comparisons could
he made and the MRB agreed to colect all clinical performance measures data on all ESRD patients in the
Network 9/lO area daring the fomrth quarter of evey year. In 1997, the MRB provided facility feedhack
reports to each dialysis facility and provided regional educational workshops targeting dialysis providers in
each state. In 1998, the MRB targeted low-performing health service areas and began to provide physician-
spedific feedhack reports to rnal physicians. '

In January 1999, the MRB further analyzed the data by corporate chain i a large metropolitan ares based
on the results of a health services area analysis. The data revealed a statistical difference in the outcomes
among chains and the MRB designed a targeted corporate-wide intervention with the low-performing chain
(Chain 3). The intervention included meetings with chain physicians. education on renal clinical practice
guidelines and Network, state, corporate chain, and fadlity data comparison.

The other corporations reviewed in this analysis (Chains I and 2) received routine data feedback reports
and were offered regional and network educational workshop opportunities. however, no targeted Medical
Review Board intervention was conducted.

METHODS

1. Subjects and Facilities

Facility samples consisted of three corporate chain chronic hemodialysis facilities in a large mearopolitan
health service area. All patients on chronic hamodialysis in Octoher, November and December 1997-1999
were included.
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2. Data Collectioet

As part of a 1997. 1998 and 1999 quality improvenent activity ofNetworks 9 and 10. all facilities reported
the first monthly hanatocrit and measured pre/peat bleod urea nitrogen (BUN) far October, November, and
December frr c*ch patihL Pro/peat BUN measraments suere nused to calculate a ua reduacinn ratio: ((pre
BUN-post BUNY pre BUN) x 100.

Monthly individual patient measuranents were averaged and the average value was used for the quality
indicator criteria.

3. Statistical Analsis

Analysis was done comparing three orporate ch ains. Two quality indicators v used: the percelt of
patients meeting an average area reduction ratio (URR) equal or greater than 65% and the percent of
patients meeting au average hanatocrit equal or greater than 31 volwtne percent (vol%). Ninety-five
percent confidentce intervals were calculated for each facility and the ficility's upper confidence interval
value was compared to the Network rate.

RESULTS

Thirty-two chronic hamodialysis facilities in the three corporate chain facilities reported URR and
hematuocrit data for approximately 15,000 patients (Tables I and 2). Four corporate facilities are included in
the 40 quarter 1997 and 1998 sanple hut did not provide patients samples for the 40 quarter 1999 period.

I. Homodialysis Adequacy UIR Results

In Networks 9 aud 10 the perctt of patients with au average URR equal or greater thaan 65% increased in
each year, 1997 through 1999 and were calculated as 71%- 76% and 79%: respectively

Fourth quarter Chain I facility URRrates ranpgd fiom 54N/.5% in 1997, 63-/,5% in 1998, and 69-92%
in 1999. The rate rangevariation between Chain I ficilities reduced from 31% to 23%. Eighteen percnt of
Chain I facilities (2 out of I1) had statistically different (lower) rates fi-ou the Network rate in the fourth
quarter 1997. Nine percemt of Chain I ficilities (I out of I1) had statistically different rates from the
network rate in the fourth quarter 1998 and no facilities were statisticaly different from the network rate in
the fourth quarter 1999 (Figure 1).

Fourth quarter Chain 2 facility URR rates ranged fiom 62Y.-98% in 1997, 69.89/. in 1990. and 67-95%
in 1999. The range variation hetwom Chain 2 facilities reduced from 36%/ to 20%. No Chain 2 facilities
had rates statistically different (lower) from the network rate in the fourth quarter 1997. Seven percent of
Chain 2 ftcilities (I out of 14) had statistically different rates from the Network rate in the fhouth quarter
1990 and 21% (3 out of 14 facilities) were stalistically different fresm the Network rate in the fourth quarter
1999 (Figare 2).

Fourth quarter Chain 3 ficility URR rates ranged fronm 32Y-79Y. in 1997, 4SY-S6% in 1998, and 57-93%
in 1999. The range variation between Chain 2 facilities reduced firot 47% to 36%. Forty-seven percent of
Chain 3 facilities (0 out of 17) had statistically different (lower) rates from the Network rate in the fourth
quarter 1997. Fifty-nine percent of Chain 3 hicilities (tO out of 17) had statistically different rates from the
Network rate in the fourth quarter 1990 and 41%of its facilities(7rout of 17) hadstatisticallydifirienl rates
from the Network rate in the fourth quarter 1999 (Figure 3).

The comparison of corporate chain data shows overall increases in the percent ofpatients meeting the URR
criteria Facility rate cSaparisom thowstatistical increasesbetween fourth quarter 1997 and 1999 in six
Chain 3 fimdlities.
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2. Astrnia Managemnnt Hemnastcrit Results

In Networks 9 and 10 the pereent of paticnts with an average hematocrit (Het) equal or greater than 3 voi%
inereased in e* yetr fromn 1997 threugh 1999 and were 1 at1 at 72%, 79% and 85%, raeqe ively.

Fourdt quarter Chain I facilty Het rates ranged frown 44%47X% in 1997, 51%-93% in 1998, and69-95% in
1999. The range variatiow hetween Chain I facilities reduced from 43% to 26%. Forty-five pereset of
Ctain I facilities (5 out of I1) had statistically differett (ow ) rates fron the netwnrk rate in the foutth
quarter 1997. Twenty-seven percent of Chain I facilities (3 eut of I1) had statistically different rates fron
the Netwerk rate in the fourth quarter 1998 and 50% of its facilities (S out of 10) were statisticly dimi nt
fron the Network rate in the f6mrth quarter 1999 (Figure 4).

Fowuth qtarter Chain 2 facility HM rates ranged frown 72%-92% in 1997, 72X-91% in 1998, and 77-93% in
1999. The rnge variatiow hetween Chain 2 facilities reduced frown 20% to 16%. No Chain 2 facilities had
statisticatly different rates fron the Network rate in the fowtth quarter 1997 and 1998. Twenty-sevet
percent ofaChain 2 facilities (3 out of I t) had statisticalty differet rates fion the Netwek rate in the fourth
quarter 1999 (figure 5)

Foutbh qutarler Chain 3 facility Ht rates ranged frown 34X-76% in 1997, 53%-85% in 1998, and 6-97% in
1999. The range variation betweent Chain 3 ficilities reduced fron 421% to 29%. Fifty-nine pereatt of
Chain 3 ficilities (0 onut of 17) had statistically different (lower) rates fron the Network rate in the fourth
quarter 1997. Fifty-nine percent of Chain 3 facilities (10 out of 17) had wftfistically different rates fron
Netwverk rate in the fixaSh quarter 1998 and 35% of its facilities (6 out of 17) were statistically difflinat
rates frem the Netwnrk rate in the fourth quarter 1999 (Figure 6)

The comparisan of corporate cdain date shows overall increases in the pereent afrEoatests meating the
hematocrit criteria. Facility rate comparisons show artstat increases hetween 4 quarter 1997 and 1999
in six Chain 3 facilities (Figures 4, 5 and 6).

Varintian hetween facility rates in each ofthe chains daneased fhron 1997 to 1999. For URR, Chain 3 had
the largest deerease, 36% suws 11% in Chain 2 and 8% in Chain 1. Far hematoerit, Chain I had the
largeat decreMae 17% vesu 13% in Chain 3 and 4% in Chain 2.

DICSSION

The haseline date deonstrated significant variaftin meng provids with regas to cinical outcomes,
whicb is a cromonely oberved fanction of prown variation and cassemix. Unexpeeted, however, wan the
saratification among dinlysin dtins with regards to clinical owirtowes This presanted hbth a chtallenge and
an oppowttrity for The Rcoal Network, Inc. to deveaop an intervention strategy that would exploit the
aingle corporate afiliation of nmbser of underperfoerming facilities (Chain 3) with a program cstomnized
to their organization and cuhtre, while continuing to promote the applicatinow of quality iaprovenest
principles at al cilities. The follow-up date reflect the 3uecs of that sltraegy to aocetemrte the rate of
outnomes impravement in Chain 3 sush that the outcomes of the chain are approaching the Network
averag which is also nproving. The lower than verage saseline perarmwanca hy a omwarity of failities
in a single chain is more than a eoincidenee, and reinfirees the link hetween proea and onnoate What
changed between 1997 and 1999 in Chain 3 to account for the improvement in outcomes was not the case,
mix nor tecniological advncesents 3By providing the tools far proaess improvement (facility-specific
profile, care paths and clinical algorithms, and an incentive for a culture change at the corporate levei),
The ental Network, Inc. had a sajor impact owa the outeomes ofover 1500 patients. The resault ofthis
preje e confirm the principles of sattinuowis quality improvement (CQI):

> CQI in directed at improving outcomes as well as deeressing variation.
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> The avaitability of facility specific data is essential for targestig quality improvement inatrentitts,
Nephmagy peer rview strngly miuenes pi dcange Caobining dam with knowtexegale
per review, patient outcones improve

> The bar mm for all providem Network target h atoit me incrl 3% betwen fobth quarter
1997 and 1999. aain 3 fadilities had to increase at a fiter rate to meet the tamparison critiaja
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Table 1. Number of facilities and patients m korporate dun and Ndwat 9 and 10 aamples fcr URR
measurements for f u artr 1997,1998, and 1999.

ChainlI Chain 2 Chain 3 Netwrk 9 and 10
Year #fac#Pa i fa i I tfac/ s # fac/& p #s
1997 11/1238 14/1518 17/1429 311/22312
1998 11/1436 14/1919 17/1877 326i25701
1999 10/1359 14/2085 17/1964 348/27337

Table 2. Number of facilities and patients in corporate chain and Network 9 and 10 samples for Hematocrit
mneasarnesnts for fr quarter 1997, 1998, and 1999.

Chain I Chain 2 Chain 3 Ntwrk 9 and10
Year # fac/ #pats 1 #fac t #fact pats # faci #pat
1997 11/1263 14/1565 17/1646 31 i22923
1998 11/1482 14/1935 17/1917 326i25618
1999 10/1372 11/1704 17/2009 348/26905
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DEPARTMENT OF HEALTH & HUMAN SERVICES Heaslt Col einking Adminisb i

7500 SEauRrTY BoutevARi
The Honorable Charles E. Grassley BALTu4RE MD 21244 1950
United States Senate
Washington, D.C. 20510-6400 .no 25 2Mg

Dear Senator Grassley:

This is in response to your June 27, 2000 request for answers to questions that you were
unable to ask during the June 26, 2000 hearing on the End Stage Rcnal Disease Program.
Below please find my answers to your specific questions.

IQ. HCFA's May 2000 letter to the Committee diseusses how it is 'working
aggressively with (poor performing) facilities to Improve their care" How do
you identify 'poor performing facilItes." and how are you Improving them?

IA. In our survey and certification program, we have recognized the need for clear,
defensible data to assist the States in their decision-making about identifying
facilities for inspection. Therefore, we have used a data model to describe each
dialysis facility in the country. We combine the data elements into a composite
score, which reflects standardized mortality rates, adequacy of dialysis, and
adequacy of anemia management. Our empirical model suggests that facilities
with higher mortality, inadequate dialysis, and inadequate anemia management
are more likely to have deficiencies than facilities with low mortality, good
dialysis, and good anemia management. We currentiy are pilot testing the use of
this composite score in our survey process to see if it helps us to adequately
identify poor performers. At the end of this year, based on our evaluation of the
pilot project, we expect to use the data nationally to help us identify facilities that
are more likely than others to have deficiencies, and therefore ought to be
inspected. After selecting facilities to inspect, State surveyors will conduct
surveys to determine if a facility is in compliance with Medicare standards.

Meanwhile, we have been working to improve these poor performing facilities by
providing them with detailed clinical data gathered from a national sample of
dialysis patients. Using this national sampling approach, we have documented
improvement every year in the numner of dialysis patients achieving the
benchmarks for these clinical indicators since 1994. In addition, the ESRD
Networks investigate any complaints made against ESRD facilities. If they find
complaints are valid, the Network will work with the facility until conditions are
improved.

2Q. The HHS-Inspector General tells es that the majority of ESRD patients are
unlikely to complain much about their care. Cearly, they are a very
vulnerable population that relies everyday on the dialysis care they receive.
What gaidelines does HCFA have to provide a confidential setting where
patients can raise concerns and have those concerns satisfactorily addressed?
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Page 2 - The Honorable Charles E. Grassley

2A. We have guidelines in place at a mnmber of levels to protect patient
confidentiality and address patient concerns.

In the survey and certification process, the States follow the guidance of a State
Operations Manual (SOM). This manual describes each step in the processing of
a complaint from receipt to closeout, and indicates it is not necessary to obtain the
complainant's name during collection of information about a potential problem if
the complainant requests anonymity. Additionally, when visiting a facility to
investigate a complaint, the State Agency does not divulge the complainant's
identity. The State Agency is responsible for notifying the complainant that the
complaint is being investigated, and also for taking "appropriate precautions to
protect the complainant's anonymity and privacy."

Additionally, ESRD Networks must follow our national policy as described in the
Draft ESRD Network Organizations Manual. Each Network is responsible for
having a procedure to receive, evaluate, and resolve grievances involving patient
care. Recognizing the vulnerability of ESRD patients, Networks are able to
receive and act on anonymous complaints as well as verbal complaints.
Currently, we have a workgroup completing a revised Network grievance process
that is designed to be responsive to beneficiaries (in time and results) and user
friendly for Networks and patients. In addition, the Network contract calls for the
Networks to assume a proactive role in the prevention, facilitation, and resolution
of difficult patient/facility situations, including the implementation of educational
programs that will assist facility staff in handling difficult situations.

3Q. Why are staff training guidelines generally voluntary? As Mr. Smith on our
first panel stated, Arizona has stricter requirements for manicurists than for
dialysis technicians. What is HCFA doing to address this problem?

3A. Medicare has a consistent policy of respecting State control and oversight of
health professionals by deferring to State licensing laws to regulate health
professional practice. The Congress left this licensure function to States, and
Medicare recognizes the scope of practice for which States license health care
professionals.

We are aware that several States (e.g., California, Oregon, Texas, Ohio, and
Virginia) have regulations to require licensing, credentialing, and/or certification
tests for dialysis technicians. However, State requirements are uneven and
applied through a variety of methodologies. For example, some States require
examinations prepared by the State Department of Health or certification
examinations administered by national organizations such as the Board of
Nephrology Examiners Nursing Technology. Other national organizations such
as the National Association ofNcphrology TechniriansITechnologists publish
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comprehensive manuals and study guides used by many dialysis facilities to train
their technicians.

There are federal requiremnts in the current ESRD conditions of coverage
mandating that:

* all facility staffbe qualified to perform assigned duties and responsibilities;
* all applicable federal, State and local professional requirements must be met;

and,
* traines must work under direct asupervision of qualified professionals.

In addition, the ESRD conditions of coverage specify that all personnel in the
facility nsnu participate (not vohmtarily participate) in educational programs (i.e..
orientation, in-service, and infection control training). The federal regulations
further specify that the medical director must ensure that nurses and technicians
have adequate training in dialysis techniques. Additionally, there are very
prescriptive curriculum requirements for rmuse technicians, developed by the
Association for the Advancement of Medical Instrumentation, which are
incorporated by reference into the ESRD conditions of coverage.

We are drafting new, comprehensive conditions of coverage for renal dialysis
facilities. In this process we will review and evaluate existing federal personnel
requirements relative to all dialysis facility staff including dialysis technicians.
We will evaluate current State requirements, beneficiary complaints, patients'
health and safety needs, omens clinical practices by the dialysis industry, and the
potential costs and benefits resuling from new federal requirements for dialysis
technicians. Dialysis technician competency is an important issue that we will
consider carefully as we develop the new conditions of coverage.

4Q Both the GAO and IG reports criticize RCFA's oversight of ESRD fadlties.
How do you respond to the critidsm?

4A. Our efforts to improve performance of the dialysis facilities have had measurable
success. For example, between 1994 and 1998 the percentage of ESRD patients
with adequate hematocrit (red blood cell) levels increased from 55 to 83 percent.
Additionally, in the same time period, the percentage of patients receiving
adequate dialysis increased from 49 to 74 percent. We also know from the U.S.
Renal Data System, a joint HCFA and National Institutes of Health project, that
the one year mortality rates for dialysis patients decreased from 24.9 deaths per
o00 patient years in 1990 to 22.8 in 1997.

These improvements are due in part to the leadership role we assumed, beginning
in 1994, to develop clinical indicators that assess the quality of care for dialysis
patients. This effort is now known as the Clinical Performance Measures Project.
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Through the ESRD Networks, we collect clinical indicators on a national sample
of dialysis patients in the areas of adequacy of dialysis, anemia management, and
serum albumin (a protein in the blood that is an indicator of the patient's overall
health). These data are collected, analyzed, and described annually in a detailed
report, the ESRD Clinical Pefolance Measures Project Annual Report This
report is distributed to all dialysis providers for their use in identifying
opportunities for improvenent Using this national sampling approach, we have
documented improvement every year in the number of dialysis patients achieving
the benchlnarks for these clinical indicators since 1994.

We also have undertaken steps to begin collecting facility-specific data. A
provision in the Balanced Budget Act of 1997 required us to measure and report
the quality ofrenal dialysis services; and so in 1998 we directed the development
of 16 clinical performance measures that we are collecting from a sample of
facilities this year. The 16 clinical measures are similar to those of what was
formerly the Core Indicators Project, with the addition of measures for evaluating
vascular access (the point of access to the dialysis patient's blood stream). In
1999, this work was merged with the Core Indicators Project to form the ESRD
Clinical Performance Measures Project mentioned above. This project is part of a
larger ESRD Core Data Set that is under development. Through the ESRD Core
Data Set, we are striving to determine and report accurate, meaningful facility-
specific performance measures that will allow comparisons across dialysis centers
and will ultimately increase facility accountability and patient choice. Facility-
specific data profiles have been developed for the use of State Survey Agencies.

Despite our progress in improving the quality of care, there continues to be weak
performing dialysis facilities. However, the Networks and States are working
aggressively with these dialysis facilities to improve their care. Additionally, the
proposed rule on new conditions of coverage for dialysis facilities, which we
intend to publish in 2001, will strengthen requirements forthese facilities. And
the President's FY 2001 budget asked Congress to increase the fonding level for
surveys of ESRD facilities from S2.2 million to $6.3 million. By increasing the
funding level, Congress would enable us to decrease the time between surveys
from every six years to every three years and increase the number of surveys from
956 to 1,847 in FY 2001.



213

I hope you find this ifomaduon helpful. If you require futbortheratuion. plees let me
know.

Sincerdy,

Idffmy L Kang MD,
Direolor
Office of Clinical Standards gnd QualitY
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Statement of Rep. Pete Stark (D-CA)
to

The Senate Special Committee on Aging

The Need to Improve Quality in the ESRD Program

Chairman Grassley, I commend you for holding this important
hearing. I have had a long interest in the Medicare End Stage
Renal (ESRD) Disease Program, and have introduced a number of
bills relating to improving the outcomes and the quality of care for
patients in the Medicare program. Unfortunately there has been
little action on most of these proposals.

The ESRD networks, in association with the renal community are
trying to improve quality in dialysis centers, with some success.
We know from the U.S. Renal Data System, ajoint HCFA-NIH
project, that one year mortality rates for dialysis patients
decreased from 24.9 deaths per 100 patient years in 1990 to 22.8
in 1997. Using information obtained from the ESRD Clinical
Performance Measures (CPM) Project, we also know that between
1993 and 1998, the percentage of ESRD patients with adequate
red blood cell (hematocrit) levels increased from 46 to 83 percent
while the percentage of patients receiving adequate dialysis
increased from 43 to 74 percent. Despite this progress, there
continue to be weak performing dialysis facilities, endangering
renal patients.

My staff reviewed data from the ESRD CPM project regarding these
same dialysis and blood level parameters, recorded over the same
time period. They ranked networks in order, by percent of
patients achieving the desired standards. These are only
preliminary findings and probably do not reach statistical
significance but do suggest that some Networks could be doing a
better job in assuring that weaker performing dialysis centers
improve. There is a stratification of some Networks, (No.10, 13
and 2) into the lowest one-third consistently and another (No. 11)
nearly so. Others (No. 14,15,16) are always found in the top
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third. This certainly suggests that some networks may reliably be
doing their tasks better and some a consistently poor job.

It is not just Networks that may fall into a consistent pattern of
poor or medicore quality (while others seem to achieve a tradition
of excellence). Earlier this year, I reviewed Network #3's rating of
dialysis facilities. There seemed to be a pattern of consistently
poor quality among a number of centers. (See attached).

Poor centers are killing people, Mr. Chairman. It should be the
duty of a Network to aggressively seek out the worst performing
centers in a region and work with them to improve. If there are no
extenuating circumstances-an unusually difficult-to-treat patient
mix, and the dialysis center does not improve after assistance
from the Network, it should be terminated from the program and
not permitted to 'terminate" patients. Medicare already has the
authority to end poor performers. It is time that the threat was
made a reality by a sound system of review and CQI.

The Renal Physicians Association's proposals make great sense to
me, and I hope that we could enact legislation to provide a system
of ESRD CQI and give the Networks more authority to coordinate
quality improvements and provide data to the public on quality
and outcomes, center by center.

Although I believe we can continue to employ the ESRD Networks
for quality oversight, there are obviously opportunities to improve
their quality management. HCFA should require that Networks
collect facility-specific clinical performance measures, in order to
allow Networks (and States) to identify poor facility performance.
Outcomes data should be compared between Networks as well as
providers, and appropriate results made available to patients. Not
only should minimum levels of performance be established and
monitored, but improvement above these benchmarks
encouraged using continuous quality improvement techniques
for both Networks and providers.

While HCFA receives regular information from Networks, it
provides little in the way of reference points, evaluation and
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comparisons, and only minimal feedback to them. HCFA should
hold Networks accountable for how well their facilities carry out
their responsibilities by developing a performance-based system
for evaluating them and by increasing public disclosure of
information about them.

Again, I thank you for holding this hearing and I hope to
work with all of you to ensure that all ESRD Medicare
beneficiaries across the country receive the best possible care.



217

U I. CAT Do
One

_ A. =
_PK
S nOs

_ bra censors
sv [ A_ _m

known Ace
J"AIDD UKD^

n. we
L nut

L_
Wed Ace

COMMITTEE ON WAYS AND MEANS

U.S. HOUSE OF REPRESENTATIVES
WASHINGTON, DC 20515

SUBCOMMITTEE ON HEALTH

March 13, 2000

The Honorable Nancy Ann DeParle
Administrator
Health Care Financing Administration
Washington, DC 20201

Dear Nancy Ann:

The ESRD Networks are supposed to help improve quality
in dialysis centers.

One of my staff tracked one Network's data on dialysis centers
across a 2.75 year period.

Too many Centers are consistently poor. It can be fairly said that
people are dying needlessly in some of these Centers.

1. What do we do about this?

2. What do the other Networks look like? Can HCFA
give me this data, or would it be helpful to ask
the GAO to do it? Please let me know.

Sincerely,

Pete Stark
Member of Congress
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ESRD Facility Status Report On Hemodialysis Adequacy
# of Facility Quality Makr

(Facility caseloads above I1%J (Faciity caseloads above 11%)

URR<=60% Hemoglobin <10 gm
(Number of quarters the faciity appears out of compliance)

25 6 out of I 1 7 out of II

27 9 out of II 10 Out of 11

29 7 out of II 6 out of II

30 6 out of II 6 out of II

39 6outof II 6outof 11

61 9 out of II 6 out of 11

62 8 out of II 6 out of 11

64 8outof II 4outof II

65 10 out of II 8 out of II

67 8 out of II 6 out of I I

70 6 out of II 6 out of II

71 8 out of II 6 out of II

78 9 out of II 6 out of I I

80 I0 out of 11 6 out of I I

84 5 out of I I 9 out of I I

85 9 out of II 9 out of I I

94 7 out of II 5 out of I I

113 6 out of II 6 out of II
New Jersey units coded 1-61, Puerto Rico 62-83, Virgin Islands 84-85, and various from 86 to end.
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Special Committee on Aging
Hearing on End Stage Renal Disease
Written Statement of Brent Smith

June 26, 2000
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June 6, 2000

Lauren Fuller
Senate Special Committee on Aging
G-31 / Dirksen Center Office Building
Washington D.C. 20510

Lauren;

Before I begin this dissertation I must express my gratitude on behalf of the many,
many dialysis patients both present and future, to you and your colleagues for
undertaking such an arduous task. Investigating an industry long overdue for
investigation, especially one that undermines ever effort to do so, must be difficult at
best.

Regarding our phone conversation last week and subsequent discussion of and
requested assessment of the industry providing dialysis prescription care and fulfillment
in Arizona.

Without hesitation, and putting forth no personal malice towards any one person,
specific dialysis unit or purporting any personal agenda, I submit to you simply this; the
dialysis industry from a patients point of view, has proven itself worthy of every
investigative effort. Substantive accountability is seriously lacking throughout the system
of providers, their administrators, staff and support personnel. It is the intention of this
statement, and contents there of, to address specific issues of concern in general tone
with a supportive incident appendix to follow.

A patient myself since 1973, 1 have witnessed the gradual decline in competency
of those given the responsibility of our care. This trend continues and worsens each year
as providing companies focus on bottom line management and not patient care. The
origin of this downward spiral, in my opinion, is the deregulation of the industry in the
early 1980's. And make no mistake, what once was a provider of medical service is now
an industry. Dialysis became a "for profit" entity at that time.

Quality of care, as attributable to that event, has declined in direct proportion to
the rise in profitability, revenues, and the sustained growth of providers. The term
"quality of care" is dangerously subjective. For the sake of your investigation, the major
discrepancy in definition confronting dialysis today falls stoically between the perception
of care being offered by the providers and the actual care being experienced by the
patients. All is not as portrayed by the providing companies. (Appendix A)
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Absolute clarity requires the quality of care issue be categorized into five major
components. Others may see this differently. The first component is: adequacy of the
dialysis treatment The second, though patients by a large majority would rank it first, is:
the competency of the patient care technician. The third, following closely is:
knowledgeable and disciplined nursing staff. The fourth, though just as important as the
first three, is: facility and technology (machines) condition. The fifth and final
component: procedural and financial accountability, may apply in part to the previous
four components.

Adequacy of treatment
Competency of patient care technicians
Knowledgeable and disciplined nursing staff
Facility and technology (machines) condition
Procedural and Financial accountability

Each elemental component listed encompass a general area of concern for
patients. Using the list as a guide I will attempt to simplify (only as I see them) the
complex problems now facing the dialysis patient community as a whole. It is my
sincere belief this method will demonstrate how intricately dependent the components
are.

As you know, I contend that being around dialysis for so many years, on and off,
has been a blessing and a curse as well. It is my hope the content and context of the
following will explain why.

65-918 2000 - 8
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Adequacv of treatment

No other area of the dialysis circle has been more researched, more discussed,
more debated, and now more shamelessly exhibited that this component NKF-Dialysis
Outcome Quality Initiative (DOQI), the National Kidney Foundation's initiative launched
in 1997, issued a wide range of new guidelines for dialysis treatments. The 114 results
based guidelines were an attempt to lower the unacceptably high death rate of dialysis
patients in the United States.

From the National Kidney Foundation's press release: (October 1, 1997)

Quoting Dr. Garabed Eknoyan, president of NKF -

'Patients' survival and well being depend on our ability to convince all parties - the
government, the medical profession and the patients themselves - that we all have a
role to play In bringing better care to everyone on dialysis."

Dr. Nathan Levin, co-chair -

"Nearly one-fourth of the patients on dialysis in the U&. die each year. Thatfigure is
needlessly high and avoidable. Implentation of these new guidelines should lower the
death rate and provide a better quality of lifefor patients with kidney disease."

End quotes.

I am sure DOQI will help a few patients here and there. Those who have doctors
or have had doctors in the past not attending to their care to the degree necessary. And I
am also sure that a tremendous amount of time and energy was spent compiling the data
and writing the 114 new guidelines. Not one guideline by the way, addresses the
qualifications, mandatory training, experience, capabilities of patient care technicians.

In shortened form, DOQI requires a minimum dose of dialysis and a requirement
that the results of that prescripted dose be measured at least once a month. The document
mandates nothing, demands little, and only recommends minimum standards. Which
also, by doing so, sets artificial maximum standards as well.

For anemia, something that most patients endure, the guidelines call for proper
and early evaluation. A hematocrit (the amount of red blood cells in the blood) of 33 to
36% is recommended as the target range. The recommendations also include a strategy
implementation that provides sufficient amounts of iron and epogen to achieve the target

Other recommendations include access placement and care.

iii
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One more quote from Dr. Levin -

"T7e guidelines give patients important specific information to actively
participate in decisions regarding their own health care. No longer will they have to
simply receive treatment - with guidelines as support, they can insist on befter quality
care. "

Most patients, to their disadvantage, show little interest, if any, in learning about
their disease. Seminars and classes are offered to patients, and have been, through
various organizations. Most at little if any cost However, a large portion of the dialysis
population depend on others for transportation to and from treatments. It is often difficult
if not impossible to find rides to any of the classes. Other members of the community are
employed full time and can not attend classes offered during the day. Evening classes
conflict their treatments.

DOQI
The DOQI initiative was completely fiuded by Amgen, the sole manufacturer

and supplier of Epogen to the dialysis industry and the largest biotechnology company in
the world. The struggle with hematocrit and anemia has plagued the patient community
for decades.

The target guidelines used to be 30 -33%. Educated patients have been
complaining for years about the lower target ranges, formulation and procedural
computations. (How it was decided if your dose increased or stopped all together) We
were told repeatedly that the target levels were recommended by Amgen, the
manufacturer, not to be exceeded because of the clotting risk.

The old method required the dose be completely stopped once a patient attained a
hematocnt of 33%. It was statistically impossible for a patient to maintain an average
measure within the target range. The new target range 33 - 36%, as I understand it, is a
rolling average with a patients dose reduced by percentages, not stopped completely
when the patient surpasses a hematocrit above 36%. This is not new information. The
higher hematocrit was always possible. Imagine if you will, all the patients through the
years who may have felt better. (Appendix B)

As a patient, I am grateful for this guideline. I have been challenging the old one
for years. It is way overdue. However, one concern I do have is this; it seems the only
guideline to truly increase the cost of a dialysis run to HCFA is the increase of epogen
expense in order to meet the recommended guidelines. I believe this will coincidentally
(?) increase the sales levels and revenues of Amgen, the sole manufacturer/supplier of
epogen. They also financially sponsored DOQI entirely.

iv
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I have one question regarding the DOQI research as a whole. How does an
industry spend millions of dollars, conduct countless hours of research, bring all the
'experts" of the industry together and conclude that the mininmum acceptable results of a
dialysis prescripted run are exactly, more or less, what they have been all along? The
recommended results purported by DOQI are the same targets any good doctor would
have been expecting to see in his patient anyway. It seems the industry is now
recommending guidelines they SHOULD have been attaining in the first place.

The attempt will accomplish little if anything at the patient care level. Achieving
the target results recommended can be easily accomplished through normal, medically
adequate, and carefully monitored dialysis treatments in conjucntion with the patient's
own diligent adherence to dietary and fluid restrictions.

The press release seems to be in conflict with regards to the reuse (reprocessing
of dializers) issue. They recommend continued use of the practice yet, at a later point,
refer to the higher mortality rate in facilities where reuse of dializers is common
procedure. Does this imply that DOQI recommends the acceptance of the higher
mortality rate among patients of reuse facilities? Could financial constraints and priority
dictate and contribute too the conflict?

Again, DOQI provides for and sets little if any guideline or recommendation for
the training, minimum required education, and prerequisite medical experience of
patient care technicians.
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Comretenc, of Patient Care Technicians

This component is the most controversial. Descriptions and requirements of just
what is or what makes a tech "competent" fall to subjective perception. It is here in this
issue the greatest discrepancy is found. As a patient, it is difficult to script the
tremendous differences in what a dialysis technician was before deregulation and what
they have become in the eighteen or so years after.

In the year I started dialysis, 1973, the dialysis technicians were, by large margin,
nurses. Not the average nurse, but graduates in the top percentages of their class. We had
bio-medics returning from Viet Nam. Even a few interns would participate for a year or
so to get the experience. Every technician had a college degree. Every technician had
previous medical exposure. It was an elite, enviable profession. Today, a high school
diploma is the minimum required education level. If that. Absolutely NO previous
medical experience is required.

The new patient care technicians are put through a general, superficial eight week
training period and assigned to the floor with supervision. The present process is
absolutely unsatisfactory and exposes the patient to critically dangerous situations.

The lack of training and prerequisite medical experience are not the only
concerns involved. More importantly to some, the labor pool from which new technicians
are drawn is not dissimilar to that which supply employees to fast food chains, grocery
stores and large discount stores. The compensation packages and benefits offered the
new personnel allows for little else.

I have witnessed countless examples of poorly trained patient care technicians,
whose background fits this description, demonstrating a complete inability to learn or
retain information. By making the same procedural mistake or miscalculation repeatedly,
the conclusions are accurate and clear. There are exceptions, but those technicians tend
to be those who have worked in the industry for well over fifteen to twenty years.

To summarize: in place of the nurses, college graduates, interns, and bio-medics,
we have inexperienced high school graduates with no medical exposure. A training
program which offers little resemblance to actual real world substance and degree, leaves
today's patient care technicians lacking in every critical criteria required to provide for
safe, accurate, antiseptic, procedurally guided dialysis treatments. The patients are truly
at risk.

The dialysis procedure, the initiation of and removal from the machine, the
inherent dangerous exposures, the stringent antiseptic requirements demanded by the
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procedure itself, have NOT changed. Only the quality and ability of those administering
the care have.

In Nephrology News & Views, December 1999 issue, an article titled Seig
Dialysis Technicians as Neohrologv Practitioners in the 21st Century. Russell Dimmitt,
CHT and Belinda Bethea, CHT write;

The future of NANT (National Association of Nephrology Technicians'
Technologists) Is promoting throughout allfacfldes and boundries In this coming year
(2000) the Importance of providing quality service to the ESRD patients through
standardized training. NWat are the benefits to the renal care staff7 Technicians wlf

* Come with the tools of education and theory.
* Know patient signs and symptoms of high and low blood

pressure changes during treatment
* Know the why's and how's ofa patient having apyrogenic

react on.
* Know the dialysis machine
* Fosterpositive attitudes

Technicians should understand all aspects of chronic renal failure and it's
treatment, including the patient and machine. Standardized curriculum and
certification is crucial In providing Increased awareness and knowledge of ESRD
patients.

The outgoing president (Mr. Dimmitt) of NANT, and the incoming president (Ms.
Bethea) certainly must be aware that this encapsulation and it's content bare little
resemblance to the actuality of dialysis care provided in the country. Are we as patients
to believe that this organization, which attempts to set the standards for the patient care
technician position, is offering (only now) this proclamation of intended care for the
New Century? What happened to the past twenty-five years? Are they intimating that the
ESRD patient may have received improper, inadequate treatment initiated by poorly
trained unqualified staff over the past decades?

If PCT's are to understand all aspects of chronic renal failure and it's treatment,
the labor pool of potential applicants, present training, minimum educational
requirements, and absence of prerequisite medical experience in sum are at best,
impossible to correlate into the above dictated practice. As of this writing, only six states
have licensing or mandated certification statutes in place. In my state, Arizona, we
license manicurists and NOT patient care technicians.

Quoting Mr. Martin V. Hudson, former Chief of Dialysis Operations at Palo Alto
VA Medical Center:

Some believe that 400/600 hours of training is enough for the PCT; that
equates to 10 to 12 weeks. At the dialysis facility where I trained and later became
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supervisor of a ten- member technical staff, the introductory training to dialysis
therapy was six months! Clinical, as well as non-clinical issues were taught in equal
amounts. The finished product was a soundly prepared practioner. But time and
circumstances have changed, and most definately, in my view, notfor the present and
future good of our practice- This does not bode wellfor positive patient outcomes.

ExcPofm .ia How.CanWaoSdi Tecuioi.,Tm-7 Nqlnlo~Now &ViLV;Nohe i1999

An exemplary example of training deficiency among patient care technicians is
found in the following summary of an experience I endured.

At one point I suffered an extended period of appetite loss, weight loss, and over
all lethargy caused predominately by depression. The condition due, in part, to personal
and work related issues. Prior to each dialysis treatment, then as now, the patient is
assessed and asked directly about his appetite. Responding in similar fashion at each
treatment with "poor" and rm not eating,' this dialogue continued for close to four
months.

My dialysis prescription calls for a potassium bath of 1. The bath values vary
from I to 4, measuring the amount of potssium in the bath and the level of possible
exchange and removal. The lower the bath level, the lower the potassium outcomes. My
potassium bath level remained constant while my ingestion of foods (any food)
containing potassium declined.

Monthly lab results showed clear evidence of steady decline in potassium levels
for three consecutive months. The fourth week into the fourth month, the potassium level
carried in my blood fell to a point below the 3.5 minimum level required to live. During
the third hour of a four hour treatment, I suffered cardiac arrest. After seventeen minutes
the paramedics were able to revive me successfully. Emergency Room records show a
potassium level of 2.9 at arrival and admittance. Discharge Summary records ventricular
fibrillatory arrest, secondary to hypokalemia. (low potassium)

The patient care technicians lacked the training to correlate the lack of appetite
and weight loss with the low potassium bath. The seriousness of the problem and
possible results were never addressed to the staff dietician or any of the charge nurse
staff. The event was completely preventable.
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Knowledgeable and disciplined nursing staff

The practicing dialysis nurse is bound by two of the most diametrically opposed
forces found in todays provider facility. A nurse's desire to provide safe, adequate, and
compassionate care to the patients versus the ability to provide such care under the
considerable constraints found in most facilities with regards to the demands of bottom
line management

Medical administrators (nurses) and full charge nurses in each facility may or
may not have a lengthy employement history and or experience in the dialysis field. The
large majority of them do. However many of the floor nurses today are not as
experienced. Some seem to lack even the most basic, remedial knowledge and
understanding of the dialysis machine, it's processes, related outcomes, and result-driven
changes in settings. Only general, generic information is offered with specific subject
matter inquiries directed to the patient's primary physician or nephrologist

It is understood that the patient's doctor writes the presciption for dialysis and that
the prescription itself is referred to and used as a guide by the attending nurse. However,
a patient may, in some instances, require suttle changes be made on a treatment by
treatment basis in an attempt to improve their result and outcome. Nurses should be
qualified to answer questions pertaining to potential outcomes and risks associated with
the patients request Many are not

The nursing staff in any present dialysis facility face arduous, contradictory and
complex issues on a dailiy basis. The average facility today is understaffed. Finding and
keeping competent employees is difficult and frustrating at best Personnel are constantly
overworked. Twelve hour shifts plus happen frequently. The staff in general (with
exception), is undertrained to begin with. Undertrained nurses cannot supplant or support
overworked, undertrained patient care technicians.

Sitting in a patients chair for four hours, three times per week, exposes the
cognizant patient to the results of the situation described above. First and foremost,
patient care technicians, as well as floor nurses NOT PAYING ATTENTION. This is the
biggest contention most patients have. All, if not most, patient concerns are rooted in this
issue.

High infiltration percentages, miscalculated settings, wrong dializers, machines
set up incompletely, heparin not initiated or clamped after initiation, these are just a few
incidents that occur repeatedly. The staff usually attributes these lapses in procedure or
judgement to human error. Human error occurs by chance. Pure chance dictates a one in
five (20%) opportunity of occurance. Anything above that is negligence.
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Facility and Technolopy (machines) & conditions

In the facility where I dialyze most machines are over seven years old. Newer,
more efficient machines are always being produced. For relevancy, compare the advances
in the personal computer industry the past seven years. This industry refuses to introduce,
on a industry wide basis, maximum standards for length of operation, critical component
replacement, and hours of operation for the equipment being used. Each unit maintains
and replaces equipment as they see-fit. With the emphasis so solidly focused on the
bottom line, equipment is hardly ever replaced with new, upgraded and technologically
advanced models. Most units have one equipment maintenance worker. If he or she
continually calibrates all the equipment to her own standards and beliefs, uses his or her
own methodology, the equipment usually will be calibrated wrong, exposing patients to
undo risk. Most of which they are never told about. All can not or will not be detected.

Facility maintenance and upkeep varies form unit to unit. I am unaware of any
mandated requirements for this area. Most units however, seem to forget that they are
MEDICAL FACILITIES. Some units I have been in were filthy. Others needed an
exterminator. In general I would say most units do attempt to keep the facility looking
presentable. But, since they are rarely if ever inspected, what incentive do they have to
maintain it as a medical facilty should be maintained?

On any given day, techs routinely mishandle critical components of the patient's
care apparatus. Dialyzers are thrown into containers, not placed. Ive seen dialyzers
dropped hard to floor and hit directly on end, and then placed into cabinets for future use.
This despite procedural requirements to the contrary. Gloves, gauze, and other
components of the treatment are consistajtly exposed to patient care technician's
uncleaned hands, sink spilliage, and periferal contaminents. Procedural conditions do
exist, they are just not adhered to, or they are adhered to at the whim of the technicians.

Dialysis companies usually have their own code of ethics. But those companies
many times handle large number of patients while consistently being understaffed.
Therefore any code of ethics is easily ignored. This definition of ethics with reagrd to
patient treatments falls into constant compliancy question when the definition of "clean"
as required by Medicare for all gloves and medical supplies. Storage of such items is
most often out in the open, uncovered. Boxes of gloves placed and stored near sinks,
risking contamination from water spillage.
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Procedural and Financial Accountability

The dialysis providing industry is the only entity that I am aware of where the
consumer, the patient, has little if any avenue of financial recourse or control of the
disbursement of funds used to pay for the expense of their treatment The treatment and
it's peripheral or direct procedural activities can start, endure, and end at the unit's
dispersion with the patient (again the consumer) having absolutely NO CONUMER
RIGHTS.

Complaints to the individual units management go unanswered at worst. At best,
the patient is led to believe the management is concerned and will attend to the issue.
Mostly, they pacify the patient, tell them what they want to hear, and turn away from the
issue. (Appendix C)

A patient does have the right to forward the complaint or issue to the End Stage
Renal Disease Network. The usual path of information flows back to the unit Even if
the complaint is offered, tended anonymously, it is irrelevant It is not difficult for the
units management to discover who the complaintant is. Therefor most patients do not
offer a complaint Fear of sure retribution, in even the most subliminal way, prevents
them from it

Full financial accountability to the consumer and their agents, HCFA and
Medicare, is nonexistent A unit, their nurses, technicians, and additional staff can
administer the treatment and conduct themselves in any manor, with the patient being the
recipient of the activity and results thereof, and yet still get reiMbursed for the treatment
in full. even if a patient's treatment is cut short by a significant margin due to unit or
human error, the treatment is submitted and paid for in full.

The providers often claim that the pabent's care would be better if the patient
would make the effort to educate themselves about their care and treatment. Yet, even as
late as last week, I have encountered another patient who, while actively, seeking to
educate themselves as the providers suggest, continually get rejected at the attempt In
point of fact and actuallity, the providers would rather keep the patients uneducated and
submissive. Controlling the patient population is much easier when their treatments keep
them barely alive, and little on site education if any, is offered
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Closing Statement

In closing, I say to you simply this; through the entirety of my dialysis experience
I have shunned the classification as and avoided the label of "dialysis patient." And the
stereotyping that went with it.Yet today I appear before you, in a public forum, as a
dialysis patient The subject matter being discussed is that important.

Patients can and do lead productive, purposeful lives. It has become however, an
ever increasing burden to do so. Monitoring a patient care technician's ability and
intention every treatment week after week is a tremendously stressful undertaking.
Enduring the limits and inadequacies of the present system compound the tolerable
symptoms of treatment into intolerable, unjustifiable, and inexusably frustrating
experiences.

My purpose today in appearing before this committee was to present the life of a
dialysis patient to you. It is my life and that of many others. We live it every day. You
can not possibly understand it unless you are a dialysis patient yourself. I sincerely hope
you or a loved one will never experience it, but I do, with dignity and all do respect,
implore you to do something about it.

Thank you, on behalf of all dialysis patients,

Brent Smith
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Appendix A

As testimony given at this hearing will attest, accurate, truthful, comprehensive
records keeping within the industry is relegated to the lowest of priority. Especially those
records meant to assess the quality of training, ability of staff, and patient care technician
errors in judgement, skill, or attentiveness to detail.

The 'Incident Report" record, the report procedurally used to summarize an event
or issue with regard to patient care and mistakes given thereof, are rarely if ever written. I
was unable to attain a copy of the incident report written at the time of my death
experience refrenced in earlier testimony. When approached for a copy of the report the
nurse responded that the report " if written" was their property and not part of my
accessable medical records.

This type of incident is never docummented correctly (without prejudice given
the staff member or unit) and upper management receives little if any supporting
evidence to the contrary.

No incentives exist within the industry to keep accurate records of mistakes,
human errors, faulty equipment incidents, etc. Exactly the opposite incentives do exist.
The main one being the threat of litigation. This lack of documentation leads upper
management into a false sense of what is real, in turn a false sense of security. When
patients do file complaints, most are never recorded, except possibly by a patient's
written communication, and most take upper management by complete surprise.

Even the entity ESRD (End Stage Renal Disease) has come under fire. ESRD,
established in 1978 to provide an oversight program_ Two of their stated goals are to
ensure quality of care for dialysis patients through continuous examination and
evaluation of practice and to ensure patient satisfaction and good quality of life. (see
page three of four - Can we Count on Federal Center for Patient Safety to
Represent Patient Interests. *

Tako firn Colondo Hoaths:

To E is Hu1m= Buildinag a Br Health Cor Sysi
bydo Ih1 of Maiieoio Natimal AcWaay of Meicim

Notional Acaday Pam, Advance Copy, Copyngw° 1999

As oimud by Socim McCray J.D., ExFive DimO of Colrado how:, ESRD Pai, and
Transpl ntRoaw
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To Err is Human: Building a Better Health Care System

by the Institute of Medicine, National Academy of Medicine
National Academy Press, Advance Copy. Copyright 1999.

Reviewed by Sandra McCray, J.D., Executive Director of Colorado HealthSite, ESRD Patient, and
Transplant Recipient

This report by the Institute of Medicine represents a major step forward in the recognition and

documentation of medical errors in the U.S. medical system. With surprising candor, the committee

gives us frightening anecdotes and alarming statistics.

Evidence of the Problem

Anecdotes that are far too common:

The knowledgeable health reporter for the Boston Globe, Betsy Lehman, died from an

overdose during chemotherapy. Willie King had the wrong leg amputated. Ben Kolb was

eight years old when he died during "minor" surgery due to a drug mix-up.

Here are the statistics, which are based on data from hospitals:

* ...at least 44,000 Americans die each year as a result of medical errors. ...the number

may be as high as 98,000. More people die in a given year as a result of medical errors

than from motor vehicle accidents (43,458), breast cancer (42,297), or AIDS (16,516).

The Tip of the Iceberg

According to the committee:

* These figures offer only a very modest estimate of the magnitude of the problem since hospital

patients represent only a small proportion of the total population at risk, which includes all

patients undergoing some sort of medical treatment.

The Most Common Errors

file://C:\America Online 5.0\download\COLORA-2.htm 7/10/00
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The most common categories of medical errors are:

* Diagnostic - including error or delay in diagnosis, failure to employ appropriate tests, use of
outmoded tests or therapies, failure to act on results of monitoring or testing.

* Treatment -including error in the performance of an operation, procedure, or test; error in
administering the treatment, error in the dose or method of using a drug; avoidable delay in
treatment or in responding to an abnormal test; inappropriate (not indicated) care.

* Preventative -failure to provide preventative treatments inadequate monitoring or follow-up of
treatment.

Medication errors are particularly common and are preventable. Inappropriate prescribing is an
important factor in accounting for medication errors. Here are some examples of inappropriate
prescribing

* physicians do not routinely screen for potential drug interactions, even when medication history
information is readily available,

* pharmacists dispense the wrong drug or wrong strength,
* physicians prescribe inappropriate drugs for nearly a quarter of all older patients,
* hospitals order and/or administer the wrong medications

The Goal of the Report

The Comnittee describes the purpose of the report as follows:

'...to break the cycle of inaction. The status quo is not acceptable and cannot be tolerated any longer.
Despite the cost pressures, liability constraints, resistance to change and other seemingly
insurmountable barriers, it is simply not acceptable for patients to be harmed by the same health care
system that is supposed to offer healing and comfort."

The overall goal of the authors is patient safety, which the committee defines as freedom from
accidental injury resulting from medical treatment.

Recommendations

Given the magnitude of the problem, all of us should look carefully at the recommendations of the
committee and ask whether these recommendations are likely to meet the goal set by the committee.
The recommendations are built on the following premise:

* The committee asserts that a major force for improving patient safety is the intrinsic motivation
of health care providers, shaped by professional ethics, norms and expectations.... Factors in
the external environment include availability of knowledge and tools to import safety, strong
and visible professional leadership, legislative and regulatory initiatives.... Factors inside health
care organizations include strong leadership for safety, an organizational culture that encourages
recognition and learning from errors, and an effective patient safety program.

Here are ibme of the specific recommendations of the committee:

1. Congress should create a Center for Patient Safety
file://C:\America Online 5.0\download\COLORA-2htm 7/10/00
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2. A nationwide mandatory reporting system should be established that provides for the collection
of standardized information ... about adverse events that result in death or serious harm.

3. The development of vohltary reporting should be encouraged.
4. Health care organizations should focus greater attention on patient safety.
5. Performance standards and expectations for health professionals should focus greater attention

on patient safety.
6. The FDA should increase attention to the safe use of drugs.
7. Health care organizations and the professionals affiliated with them should make improved

patient safety a declared and serious aim.

What is Missing Here?

My first thought on reading these recommendations was: isn't patient welfare already the primary
objective of health care organizations, professionals, and the FDA? If not, what are the primary goals
of these organizations and professionals?

I was also startled to find that the report, which has as its goal patient safety, was virtually devoid of
recommendations that include patient education, direct patient representation, regional patient
committees with power to review and offer public critiques of the actions of the proposed Center for
Health Care Policy and Research. In fact, I could find only one reference to the role of patients in the
report.

What recourse will pateints have except expensive litigation in an unreasonably delayed judicial
system?

Can we Count on the Federal Center for Patient Safety to Represent Patient Interests?

One way to begin to answer this important question is to look at existing federal health care oversight
organizations. One of us has direct personal experience with one such organization -the End-Stage
Renal Disease Network (ESRD). This program was established in 1978 to provide an oversight
system. The Network initiated a quality assurance program in 1991. Two of the stated goals of the
program are to ensure quality of care for dialysis patients through continuous examination and
evaluation of practice and to ensure patient satisfaction and good quality of life. Indeed the ESRD
Network system states clearly that patients are the ultimate benefactors of the ESRD Network
Program .We can evaluate the success or failure of the program in two ways -through patient
anecdotes and through scientific studies.

I was for several years a patient member of the Medical Review Board of one of the ESRD networks.
During that time, on numerous occasions I voiced my concern about the poor quality of care in some
of the dialysis units in the network. I watched the members of the Board fail to take meaningful action
even in the face of known substandard practice. I heard physician members of the Board find self-
serving reasons why they shouldn't take action. I heard them claim that they couldn't make expensive
changes to effect better care because the reimbursement from Medicare was too low. I wondered how
these physicians could cope with their own disregard for their patients' health. Finally, having been
unable to bring about any change for better quality of care for dialysis patients and unwilling to sit on a
Board that did not give its highest priority to patient safety, I resigned in 1999.

Another way to determine the success of the ESRD network program is to look at scientific studies of
dialysis in the U.S. since the initiation of the ESRD quality assurance program in 1991.
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A brief look at the CHS Replrts on Kidney Dialys demonstrates the many serious problems with
dialysis morbidity and mortality in the U.S. as compared with other industrialized nations. Here is how
two physicians, writing a review artide on Dialysis in the US in the The New EnglandJouwnal of
Medicine recently summed up the problems:

* The yearly mortality among patients being treated with dialysis is nearly 25%,
* Deaths are due mainly to cardiovascular diseases and infections,
* Hypertension is a maor risk factor for cardiovascular disease,
* The administration of erythropoietin may worsen blood pressure in about 25% of patients,
* Malnutrition is estimated to be present in about 50°% of patients with ESRD and is associated

with increased morbidity and mortality,
* The rtes of death among dialysis patients in the US are 25 to 50% higher than those in

Japan and Europe.

This is some of the shocking evidence that the federal ESRD Network program has failed to deliver
quality of care for US dialysis patients. The ESRD Network program is physician-run and mandates
secrecy of quality of care data. Patients are largely defenseless.

What Patients Need

It is time to give up models such as the ESRD Network program and develop programs that include
public release of quality of care data, patient education, direct patient representation, regional patient
committees with power to review and offer public critiques of the actions of the proposed Center for
Health Care Policy and Research. A serious patient safety program should also require dialysis units
and hospitals to release data on their patient safety record in a form that patients can understand.

It would be unthinkable for our government to hide the existence of airplane crashes, along with the
reasons for the crash. Yet, that is what is happening now with medical errors. Once this information is
released on a continuous basis, patients will have the tools and information they need to protect the
quality of their care.
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Anuendix B

The following article The Making and Sellinr of a Star Drug written by Merrill
Goozner, appeared in the Chicago Tirbune, Monday, May 24, 1999.

The content of the article describes in detail how a patients health is being
dictated by the corporate lobbiest and driven by corporate profit
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THE MAKING AND

ARCHIVES SELLING OF A STAR
ARCHIVES HOM DRUG

By Merrill Goozner, Washington
Bureau.

ARCHNW mEflX Pubhshed: Monday May 24, 1999

WIA n DN 8E^RC~ Section: NEWS
SEW Page: I

PURC)HASING AND The most expensive drug in the federal
DWNL government's medicine chest is called

waroeaaamR1e1e Epogen-a synthetic version of one ofthe
AsRCHIVF body's most vital proteins.

Epogen performs what it was designed to
do in spectacular fashion, helping dialysis
patients fend off anemia and stay more
active.

Just as speciacularly, it has propelled its
manufacturer, California-based Amgen
Inc., to the front ranks of the
pharmaceutical industry's biotech wing.

This side effect wasn't a miracle. Instead,
Epogenrs success is the inevitable by-
product of a Medicare system that has
failed to control costs and a company
that knew how to play the game, whether
that meant paying for high-powered
lobbying or for influential research

How Epogen went from its development
in a University of Chicago laboratory to a
blockbuster drug sheds light on the high-
stakes maneuvers of the pharmaceutical
industry and on a costly reimbursement
system that is underwritten by taxpayers.

The tab for Epogen, with 80 percent
being picked up by the government, has
more than tripled during the 1990s and
now exceeds $800 million, according to
government records.

http://archive.chicago.tribune.coomt/H46164a7 ../get_doc.plDBLIST=ct99&DOCNUM=4745 6/13/00
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The story of Epogen also is an important
one for the nation's policymakers and
health-care officials as the government
contemplates using Medicare to pay for
an array of prescription drugs.

Although there are legitimate concerns
about how changes in government
policies might create hardships for
dialysis patients, the debate over Epogen
has effectively been framed by the one
participant with the most to gain and a
big budget to get its way- Amgen.

The company spends S1.5 million a year
to lobby in Washington- And when its
Epogen profits were threatened, it turned
to some of the capital's heaviest hitters:
the former chairman of the Republican
National Committee, former Sen. Bob
Dole and Sen. Arlen Specter.

Amgen argues that government efforts to
curb spending on Epogen were not in the
best interest of patients and that taking
more of their drug would make dialysis
patients healthier. Amgen's long-term
agenda could double, and perhaps triple,
the use of the drug.

Nearly 40 percent of Amgen's total
revenue comes from sales of Epogen to
government-funded dialysis clinics,
according to the company's Securities
and Exchange Commission filings. Last
year, Anigens pretax profit margin was
32 percent of sales, compared with a 19
percent industry average. Amngen is now
the biggest biotechnology company in the
world.

As Amgen's profits suggest, efforts to
control spending on Epogen have failed
consistently. The government has the
power to rein in Epogen's costs in several
ways: For instance, it could unilaterally
reduce the price it pays per unit of the
drug; it could cap patient dosages, which

http://arc6/ive.c0icago.t0iue.com/@H46164a7.../get_doc.plDBLIST=ct99&DOCNUM=4745 6/13/00
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have been pushed steadily higher despite
ongoing debate over the health and cost
benefits; and it could order changes in the
way the drug is administered. It has done
nothing.

A star drug is born

The protein erythropoietin (EPO),
secreted into the blood by the kidneys,
was first identified at the University of
Chicago by molecular biologist Eugene
Goldwasser in 1977 after two decades of
government-fimded research.

EPO signals the bone marrow to produce
red blood cells, which transport oxygen
around the body. When the blood's red
cell count declines-a routine, daily
function-the kidneys automatically
secrete EPO to restore the count.

Failing kidneys do not produce enough
EPO, leading to anemia In the early
1980s, the biotech industry realized that
whoever developed a synthesized version
of EPO would tap into the huge market
among the nation's steadily growing
dialysis population, which is now
220,000.

Amgen, based in Thousand Oaks, Calif.,
won the race to the patent house,
although it had to go through protracted
litigation to win exclusive rights to
manufacture its artificial version of EPO,
which it called Epogen. The company
also has exclusive rights to sell to the
dialysis market.

Before the Food and Drug
Administration approved Epogen in
1989, some dialysis patients needed
blood transfusions to combat severe
anemia, but the transfusions have side
effects, including mood swings and
energy depletion. Epogen was meant to
be a substitute for transfusions and is
administered intravenously during dialysis

http://archive chicago.tribune.com/ jH46164a7 ../get doc.plDBLIST=ct99&DOCNUM=4745 6/13/00
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sessions.

Many dialysis patients, 90 percent of
whom receive Epogen, are living much
better lives because of the drug.

"This product has eliminated the need for
10 percent of blood transfusions in this
country," said Amgen's chief Washington
lobbyist, Peter Teeley, who was
ambassador to Canada under President
George Bush. 'It reduces
hospitalizations.'

But aeactly how muds Epogen is
necessary and safe for dialysis patients
seeking to maintain a normal lifestyle
remains the subject of intense debate.

The standard that helps determine
Epogen dosages is a dialysis patient's red
blood cell count, or hemtocrit. The
hematocrit for healthy men and women
ranges from 38 to 42.

But humans can lead active lives with red
blood cell counts well below that range.
For instance, dialysis patient Robert
Monroe is happy with a hematocrit
between 30 and 33. During a dialysis
session in Baltimore's not-for-profit
Parkview Clinic, he proudly pointed out
that he can still climb the stairs to his
apartment and ride his bicycle to visit
friends.

'Sometimes I wake up and I don't have
much energy,' he said. "But most of the
time I feel OK.'

The FDA's original approval for Epogen
had recommended that doctors keep
patients in the 30 to 33 range, which
became standard practice in the field.
But, for the last several years, Amgen
and some researchers have argued that
the government should support a
hematocrit in the range of 33 to 36.

httPJ//Iarhe.chicagO.tribtme.rcom/~H46164a7.Jget_doc.pl?DBLIST=ct9g&DOCJNU=4745 6/13/00
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Studies have shown that higher
hematocrits, into the upper 30s, make
patients feel better, with more energy and
greater mental alertness.

But other research questions whether
these lifestyle benefits are worth the cost.
Higher hematocrit requires a significantly
higher dosage of Epogen, ultimately
affecting the government's bottom line,
Amgen's profits and the lives of
thousands of dialysis patients.

Itfs far from proven that hematocrits of
33 to 36 are better than 30 to 33, and it is
certainly very costly," said Dr. James
Kaufinan of the Boston Veterans
Administration hospital.

Dr. Allan Collins, a physician at
Nephrology Analytical Services at the
University of Minnesota, also questioned
whether the benefits are worth the cost of
raising hematocrits.

'Raising people with hematocrits already
in the mid-30s higher would take three
times as much EPO and have very small
benefits at best," Collins said. "That's not
responsible health-care policy. It would
be much better if the renal community
focused on those patients with
hematocrits below 30 who have very
serious other diseases."

Most patients on dialysis have
debilitating diseases like hypertension,
heart disease, diabetes and drug abuse,
the main causes of kidney failure. Nearly
20 percent of patients die annually.
Although that is down from the 25
percent death rate recorded earlier this
decade, many physicians in the field
argue that lowering the mortality rate
further requires better treatment of
patients underlying diseases.

"Focusing on hematocrits oversimplifies,"

http://archive.chicago.tribune.conV/H46164a7.../getdoc.pl?DBLISThct99&DOCNUM=4745 6/13/00
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said John Sadler, who has been treating
patients with kidney fiilure since the
1960s and now runs Baltimore's
Independent Dialysis Foundation-
'People have to learn how to cope
properly with long-term chronic
diseaaea.

Proponents of the higher dosages of
Epogen to achieve higher henatocrits in
dialysis patients usually can boil down
their argument to a simple question:

"Why shouldn't dialysis patients have the
same hematocit as everyone else?" asked
Allen Nissenson, a researcher at UCLA
and president of the Renal Physicians
Association.

Nissensos research is partially funded
by Amgen, and he sits on Amigen's
medical advisory board.

The debate over hematocrits not only is
complicated by questions of cost and
effectiveness; it also is clouded by
Amgen's role as an underwriter of
research.

But Nissenson and other researchers in
the field say that the money they take
from pharmaceutical companies does not
sway their work.

The National Kidney Foundation-a
patient advocacy group-conducted one
of the most sweeping reviews of the
evolving medical lierature, resulting in a
comprehensive set of guidelines in 1997
aimed at reducing the death rate among
U.S. dialysis patients. The final report
notes that the research project was
funded entirely by Amgen

While not all the foundation's conclusions
ofthe report were favorable to Amgen,
onekey finding bolstered the need for
higher hematociits-and, thus, for higher
dosages of Epogen. The foundation

http://archive~chicago.mtn e.co/@461 64a7..Jgetoc.pBlSTt D TM=4 745 6/13/00
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recommended raising hematocrits into
the 33 to 36 range.

Success, but at what cost?

Using a strategy common among
pharmaceutical companies but little
noticed by the public, Amgen turned to
an aggressive behind-the-scenes
marketing program to boost Epogen's
profile.

Amgen sought to get the word out on the
possible benefits of higher hematocrits,
setting its sights on the physicians and
nurses working in the nation's 2,747
outpatient dialysis clinics.

Many doctors listened, and began
administering more Epogen.

In 1994, dialysis patients with
hematocrits above 36, which Medicare
only reimbursed if a physician prescribed
that higher level, constituted just 7
percent of those on dialysis, according to
government officals at the Health Care
Financing Administration (HCFA), which
oversees Medicare. By 1997, that total
had reached 15 percent and some parts of
the country had reached 30 percent.

Government expenditures for Epogen
also soared. Average annual patient costs
for Epogen rose to $5,000 to $6,000 a
year in 1997, up from $2,000 to S3,000 a
year in 1993, because of increased
dosages.

It was about this time, with the Medicare
bill for Epogen rising to $668 million in
1997 from $446 million in 1993, that
HCFA decided that it was time to do
something about Epogen expenditures.
Including patient co-payments, Amgen
received $847 million through the
Medicare program in 1997. Based on
figures in Amgen's annual report, that
figure grew again in 1998.

http://archive.chicago.tnbune.comt@¢H46164a7. ../getdoc.plDBLIST=ct99&DOCNUM=4745 6/13/00
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HCFA published a new rule in August
1997 that said clinics would not be paid
fbr the last months dosage of Epogen if a
patient's hemascri went over a three-
month average of 36.5. The agency also
eliminated the ability of physicians to
make exceptions to its hematoait
guidelines.

The policy worked. During the next few
months, the average patient's hematocrit
stopped rising and government
expenditures on the drug leveled off
according to HCFA data.

Amgen, clinic operators and physician
groups asked HCFA to rescind the rule,
claiming that doctors might withhold
Epogen as patients neared the top ofthe
desirable range.

HCFA refused. Amgen then hired outside
lobbyists to press its case on Capitol Hill.

Among them were Haley Barbour, the
former chairman of the Republican
National Committee, and C. Boyden
Gray, a former high official in the Bush
administration. Later, the Amgen added
former Senate Majority Leader Dole,
now at the high-powered Washington
lobbying firm of Verner Upfert Bernhard
McPherson & Hand, to its list of
lobbyists.

The lobbying appeared to pay off.

Last year, Specter, a Republican senator
from Pennsylvania whose state is home
to many pharmaceutical companies, and
who, according to Federa Election
Commission records, received S7,000
from Anpgens PAC during his latest re-
election run, took up the issue at a
hearing of his Health and Human
Services Subcommittee of the Senate
Appropriations Committee, which
determines HCFA's budget.

http://arcbive.chcago.utru comt@H461 64a7..Jgetdoc.plBIS t9 DO M745 6/13100
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Specter angrily demanded that HCFA
rescind the controversial rule. HCFA
complied the next day.

'No company came to me,' Specter told
Bloomberg News at the time. 'There
have been a lot of complaints ... from
people who are suffering.'

Specter declined to comment for this
report.

The Amgen-led lobby, once in motion,
did not stop with mere repeal of the rule.
A week after the hearing, Specter
convened a meeting in his office between
HCFA chief Nancy-Ann DeParle, David
Goodldn, who is Amgen's chief medical
officer, and several leading academic
researchers, including Nissenson.

DeParte, who is not a physician and was
relatively new to her post, brought along
no medical advisers of her own to
counter the company presentation on the
necessity of higher hematocrits,
according to Nissenson.

'It was outrageous," said one
government official who was present, but
did not wish to be identified. "Amgen's
doctors tumed it into a sales meeting."

DeParle declined to be interviewed for
this article.

Last June, HCFA issued another new
rule. This time, it raised the allowable-
hematocrit level to 37.5, the highest ever.
And if a patient happens to go over that
limit, the last month's payment wouldn't
be withheld. It would simply trigger a
.post-payment review.'

Epogen sales, after two relatively flat
quarters when the restrictions were in
place, began rising dramatically and
finished up 19 percent for the year. Last

http://archive.chicago.tribune.comn(H46164a7.../get_doc.plDBLIST=ct99&DOCNUM=4745 6/13/00
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November, company officials told Wall
Street analysts to expect continued
strong growth in sales ofthe drug.

fhe price game

At the same time that the HCFA rule had
the effect of lting Epogen sales by
putting a cap on its medical use, the
HCFA had in hand a report by its own

spetaor general recommending a
decrease in the prioce paid clinics for
Epogen to 59 per 1,000 units, from $10.

The move would immediately save the
government S94 million a year, and
patients, who must make a co-payment
for each administration, $24 million a
year, the November 1997 report said.

The National Renal Administrators
Association, which represents the clinic
operators, blasted the report as
wridiculous..

"Providing that drug costs money for
nurses, syringes, keeping it refrigerated,'
said Gwen Gampel, the group's chief
Washington lobbyist. 'Take that into
account and they're not making much
money on this drug'

But industry filings with the Secorities
and Exchange Commission suggest
otherwise. National Medical Care, which
has 550 clinics and treas 23 percent of
the U.S. dialysis population, says Epogen
sales 'materially contribute to operating
earnings because Amgen gives the
company "significant price protection and
volume discounts.'

The Clinton administration included the
price reduction in its 1999 budget
Amgen hired Dole and Verner Lipfert
Bernhard McPherson & Hand to press
legislators. The price stayed at S10 per
1,000 units.

http:I/arthive.chicago.tnbun.com MJa6H1g64a7..6g6gaoc.pgDBLIST~99&DOCNUM=4
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But it doesn't require an act of Congress
to lower the price of Epogen. HCFA
could do it on its own but refuses
because the White House would prefer
Congress to do it. When money is saved
legislatively, it can be spent on other
programs. If saved administratively, it is
returned to the Treasury under current
budget cap rules.

President Clinton again included the price
reduction in his new budget submitted to
Congress in February. Democratic
staffers give it little chance of passage.

There are still other ways to reduce the
cost of EPO.

The government could revamp its entire
dialysis reimbursement system, some
experts in the field say. Medicare could
pay a basic rate for dialysis treatment that
would include all drugs and testing,
which would encourage a more cost-
effective use of drugs like Epogen.

Another potential strategy involves the
method of administering the drug,

The same National Kidney Foundation
guidelines that called for higher
hematocrits also called on doctors to give
patients Epogen with a shot rather than
intravenously, because that could
substantially cut dosages-and
government payments for the drug.

'Studies have indicated that EPO
requirements are, on average, about 15
percent to 50 percent less (with)
subcutaneous than with intravenous
dosing," the guidelines said.

"Is it appropriate to introduce some
discomfort for cost savings? rd say yes
given what the U.S. spends on its dialysis
program," said Dr. Kaufinan of the
Boston VA Hospital, which conducted

http://archive.chicago.tribune.com/@H46164a7.. /getdoc.plDBLIST=ct99&DOCNUM=4
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one of the studies.

But Amngen is opposed to the change. 'It
would be a dramatic step to get involved
in the medical process," said Goodkin
Amges chief medical officer. 'Some
people say (the shot) is -ry painful. Thbs
should be left to the doctor and the
patient."

It also would be very painafd to the
company.

In the office of Aingen's chief lobbyist in
Washington, late in 1998, a chalkboard
diagram showed that company sales
would fall 30 percent if clinics began to
administer Epogen through injections
rather than intravenously.
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Appendix C

This letter was written for and submitted at a meeting between the Unit Manager,

her superior, and myself, in 1994. It is important simply because it demostrates the

manner in which patient complaints are dealt with This letter was posted to my record

and I was told at the time, referred to and addressed at a staff meeting It was then

summarily dismissed and never discussed again. Even though the superior present, with
out hesitation, agreed with its content completely.

It is now six years later, and the same issues remain.

Accompanying the letter are the results of a small survey I issued to a few

patients and one biotechnician. I asked them to respond to this question: What are the

five most important issues in the dialysis industry today. Their answers can be found
following the letter.

xv
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Expectations of your Patient

Always remember your patient is not here by choice. Their journey to your facility is the
result of a devastating trauma. For most, the path to your door has been fraught with
painful medical procedures, long hospital stays, grievous changes in diet, and a
frightening prognosis for the future.

You choose to work at this facility. It is your job. With it comes the responsibility and
accountability of the position.

Every job inherently has difficult tasks to perform. As well as personal interface with
patients who, under other circumstances would exhibit different behavior than they
sometimes demonstrate under the trying conditions of dialysis.

It is imperative to remember that the interaction between the facility and the patient
remains a buyer/seller arrangement The patient is still and always will be a client A
customer to be treated as such. The dialysis facility and ifs employees offer a
professional, medical service. The dialysis patient is the end user of that service.

As a standing business entity your facility demand of its patients certain criteria of
protocol and behavior. These policies and procedures have been initiated to act as a
control mechanism, establish guidelines of address, and to attain compliance with
standard medical dictates of the industry.

The patients are asked to familiarze themselves with the required regulations and
prospective treatment programs. Acceptance is considered to be a formality.

This mandatory list of acceptable behavior and compliance, broken to its simplest
component, reflects the facility's expectations of those who choose to use their facility for
treatment

The failure or weakness of this process lies in the answer to one question. What does the
patient expect from the facility? From the health care provider he or she has chosen?
Perhaps this aspect of the treatment program has never thoroughly been explored If not,
it is time to do so

Accordingly, the following are the expectations of a patient
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First and foremost, I am a human being. Know that and keep it ever present as you
prepare for my treatment What you expect for yourself, expect for me.

Second, study my previous run sheets. Be prepared. If something listed is unclear, clarify

it. Do not guess. Do not assume. If some piece of required infonmation is missing, ask
about it Verify it Anything less is unacceptable.

Third, be aware of any blood work that needs to drawn prior, during or after my run. The

information attained from the sample may be vital to a doctor's next course of action or

treatment decision. It must be timely submitted. Preventable delays cause prolonged
suffering of one type or another.

Fourth, my access is my life line. Do not attempt to facilitate the run if you are not

confident with your ability to do so. If I as a patient do not feel comfortable with your

experience and capability, I am protecting my access, not degrading your ego. ffI suggest
or demand certain procedures be followed or sights be used, I DO KNOW BETTER It is
my body. It is my right You would do the same.

Fifth, when initiating a treatment, do not allow distractions. Do not attempt to hold a

conversation with another technician. Do not attempt to answer a question from another
patient Focus on my access, especially when you have the needle in your hand. Or are

about to remove one. Any unintentional tug or errant movement of the bloodline causes

an immediate reaction at the needle sight. Please pay attention to what you are doing at

all times. The preservation of my access is at stake.

Sixth, during the treatment, chart my progress more often than the half hour BP check.
Do not assume that everything is proceeding well all the time. Dialysis remains an

arterial access medical procedure. The risks of such have not improved over the years.
The machines have technically improved, the human side has not. Be responsible for
your patient. Chance occurrences do not watch the clock.

Seventh, when discontinuing the run, pay attention to me and only me. Patients differ on
take-off procedures. Again, remember that any movement of the bloodlines has an

immediate affect at the needle sight. DO NOT RUSK Artificially forcing the saline back

through the return line by squeezing the saline bag is unacceptable. It puts undo stress on
my access. Do not argue, just don't do it

Eighth, follow ALL policies and procedures with regards to keeping the access sight

clean and sterile no matter how trivial they seem to you. They are not trivial to an
educated patient If I ask you to change gloves, change gloves. No looks, no stares, no

questions. It's not your access.

Ninth, leave your personal life and it's moods at the door. If I can do it, so can you. The

responsibility of the position you have chosen dictates you do so. As a patient, I do not
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expect you to endure any demands that are not part of the process. I do expect you as a
Patient Care Technician to fulfill your obligation of completing my treatment to the best
of your abilities under the guidelines set fourth to do so. You expect as much as a
consumer. 1, as a patient, expect and will accept nothing less.

65-918 2000-9
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Patients response (Jason)

I.Patient Care Technician competency.

2. Patient Care Tech training, or lack thereof

3. Patient education as to patient rights

4. Lack of continual education provided to or taken by Pateint Care Technicians.

5. Lack of understanding by most Patient Care Technicians as to how dialysis
truly

affects patient health and strength.

Patients Family (Husband & Wife)
(Chris Draper)
as wriften:

My wife is a relatively new dialysis patient, less than a year since her first hook-up. In
our limited experience with dialysis units we have a couple of concerns that could
potentially he addressed through legislation.

In a conversation I had with a Dialysis tech she said that she was going to go back to
school to become a dental hygienist She indicated that she could work less hours and
make much more money. I think this points to fundamental error in the paradigm of the
tech's job. These techs literally hold the life of our loved ones in their hands evrey visit
And yet, another job has a better reward system. What is it about these two jobs that
allow such a disparity in pay?

All patients in dialysis are in crisis and need special and individual attention by the
Techs. How can you compare that with what a hygienist does?

The hygienist has to go through much more schooling than a dialysis tech. I believe this
to be the fault of the industry. The Techs are given just enough training to do specific
tasks. The rest is learned on-the-job. My understanding is that when dialysis ub\nits were
starting out, the 'techs' were mostly emergency room nurses. Now days the training is
significantly less than that I'm not suggesting that techs need that much training and
experience, though patients would certainly benefit, the expenses to that would be
prohibitive. But, there must be some middle ground.
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In the unit where we go to, there are roughly three time slots on Monday-Wednsday-
Friday. Somebody must be in attendance from about 6:00 AM to 9:30 PM. Ancedotally, I
would say Dialysis techs must have a worse work schedule than a hygienst. That should
also he reflected in the pay scales. If the job were more lucrative, hence attractive, then
units would not have as much trouble filling later shifts.

So, what I believe needs to happen, 1) the Techs need to be better compensated 2) The
techs need to be better educated. How can this be mandated/ Perhaps through a more
rigorous certification process. This should probably include periodical additional training
as a requirement for continuing certification

I have one other concern, and I really don't know how to approach a mandated solution to
this. I have noticed as occasional lapse in clean techniques. I realize that units do not
require the same level as say an OR. But, we are dealing with invaions into people's
blood streams. and, there is potentially hazardous blood being split in the ordinary order
of these procedures. The incidences I have noticed are not frequent, bit if 1, an un-trained
person has noticed some, what is actually occring? maybe this could be included in the
continuing education I referred to above.

Thank You,
Chris Draper

The last response, from a biotechnician with twenty years plus experience,
follows on the next page.

xvM
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5 Coerus About the Futfre of Distys,

1. Training of professionals - technicians, nurses, administrators Dialysis is a
highly specialized, highly technical branch of medicine. At the present time,
technicians make the majority of dialysis center personnel. In most centers, they have
virtually no background requirements and receive a minimum of training. Initiatives
are underway in several states to set standards, but uniformity is unlikely. Technician
training is usually done by registered nurses. Their skills are vital to providing a safe
treatment for the patient However dialysis is not like other medical treatments. It has
features that are more like an industrial process. Nurses are not normally trained in
the chemistry and physics of water purification, fluid dynamics, or electronics needed
to process hundreds of gallons of blood and thousands of gallons of water daily. Most
fatal accidents in dialysis occur in this realm although it is often given short shrift by
managers and educators. Likewise dialysis administrators need to be able to measure
costs and benefits with regard to safety and efficiency.

2. Inspection of equipment and teehnieal procedures. Medicare inspectors need to be
technically aware. Inspections are vital to patient safety. They provide a monetary
incentive for industry compliance to safe practices. However, most inspectors focus
on nursing aspects such as charting, aseptic technique, etc. Water purification
equipment, delivery systems and maintenance practices are almost never inspected.

3. Reuse of dialyzers. Since the implementation of prospective reimbursement in 1984,
the reuse of supposedly disposable dialyzers has become the norm. The practice is
supported by a great deal of self-serving industry research that purports to prove that
it is "safe" or even beneficial, although not recommended by most manufacturers. It
is likely responsible for a great deal of unreported death and morbidity among
patients.

4. Development of new techniques. Daily dialysis, wearable kidneys, and many other
promising techniques are not being developed under the present system. There has
not been a really innovative breakthrough in treatment since the advent of continuous
peritoneal dialysis in the early 1980's.

5. Home dialysis. The ultimate objective of dialysis research should be to make it so
simple that the patient could carry out the procedures at home without the assistance
of an expensive staff and facility. We should encourage the development of home
dialysis.
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The Honorable Charies E. Grassley
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The Honorable John B. Breaux
Ranking Minority Member
Special Committee on Aging
United States Senate

More than 288,000 people suffering from kidney failure depend on
Medicare to cover the cost of the life-sustaining kidney dialysis treatments
they receive several times each week These end-stage renal disease
(ESRD) beneficiaries are among Medicare's sickest and most vulnerable
patients, costing Medicare about $10 billion in 1998. Dialysis is a technically
complicated process, and mistakes or poor procedures can cause patients
senous injury or even death. The quality of care that these Medicare
beneficiaries receive at some of the nation's 3,817 dialysis facilities is in
dispute. On the positive side, death and hospitalization rates related to
dialysis appear to have declined over time. But at the same time, concerns
have been raised about reduced staffing levels at ESRD facilities and the
greater use of potentially less skilled technicians rather than nursing
personnel to administer dialysis treatments.

The Health Care Financing Administration (HOFA), the agency that
administers Medicare, is responsible for overseeing adherence to its
quality-of-care standards and promoting quality improvement among ESRD
facilities. HCFA pays state agencies to perform on-site inspections of these
facilities and contracts with 18 organizations, called ESRD networks, to
gather data about dialysis treatments and conduct activities to improve the
quality of care patients receive. You asked us to evaluate HCFAs processes
to ensure that ESRD facilities meet quality-of-care standards. We focused
our work on determining (1) the extent to which on-site inspections of
dialysis facilities are performed and problems are identified, (2) whether an
effective process exists to ensure that dialysis facilities correct problems,
and (3) what steps are being taken to use available monitoring resources as
effectively as possible.

Our report is based in part on analysis of information from national
databases compiled by HCFA, state survey agencies, and ESRD networks.
For a more in-depth review of actual monitoring and enforcement
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activities, we focused on work being done by state agencies in California,
New Jersey, Texas, Oregon, and Washington, and at the four HCFA regional
offices and the four ESRD networks that oversee dialysis facilities in those
states. We conducted our work between November 1999 and May 2000 in
accordance with generally accepted government auditing standards.
Appendix I contains a more detailed explanation of our scope and
methodology.

Results in Brief Over the past 7 years, the number of HCFA-funded inspections of dialysis
facilities has declined significantly. These unannounced inspections,
commonly called surveys, which are HFA's primary tool for ensuring that
facilities meet standards protecting patients' health and safety, were
conducted at only II percent of the dialysis facilities eligible for

'recertification in 1999, compared with 52 percent in 1993. When such
surveys were conducted, they showed that noncompliance is a problem.
For example, in 1999, 15 percent of the surveyed facilities had deficiencies
severe enough, if uncorrected, to warrant terminating their participation in
Medicare. To enable more frequent surveys, HCFA has requested a
threefold increase in funding for on-site inspections in its budget request
for fiscal year 2001. This funding level would supportasurvey of all dialysis
facilities every 3 years.

While increasing on-site surveys will likely encourage more facilities to
improve conditions, the enforcement system provides little assurance that
corrections will be sustained. Essentially, HCFAs only current enforcement
tool is to terminate a facility from the Medicare program if it does not
correct its deficiencies The threat of termination brings nearly all facilities
into compliance for a while, but they do not necessarily stay that way. In
every state we visited, we found instances in which facilities that had
corrected their problems were found to have serious problems shortly
afterward. The Congress has authorized HCFA to use other enforcement
tools, such as the denial of payment for Medicare services, but HCFA
maintains that this authority would have limited effectiveness and
applicability. For example, HCFA has not taken steps to use denial of
payments because, like termination from the program, this sanction could
be applied only if the facility failed to return to compliance.

HCFA is planning to use clinical and outcome data (such as patient death
rates) more extensively in deciding which facilities to survey and monitor
more closely. Although the information HCFA intends to use may help in
that regard, it has limitations as welL These data are designed to give a
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picture of the care being provided to ESRD patients generally, but they are
often not current, detailed, or reliable enough to detect specific facilities
that are providing substandard services. For example, we found instances
in which facilities had above-average clinical outcome scores but were
found to have serious deficiencies during on-site surveys. HCFAs ESR.D
networks already collect considerable facility-specific information, such as
patient complaints, that is more timely, but they do not necessarily share it
with state survey agenciea One state where such sharing had occurred
showed positive results.

To give facilities a greater incentive to remain in compliance, we suggest
that the Congress consider strengthening HCFAs authority to impose
monetary penalties on dialysis facilities that have the most severe or
repeated serious deficiencies. We are also recommending that HCFA
strengthen its systems for targeting on-site surveys and make use of
additional available enforcement tools.

Background

Kidney Dialysis Services The Medicare program covers dialysis services for patients suffering from
ESRD, the stage of kidney impairment that is considered irreversible and
requires either regular dialysis treatments or a kidney transplant to
maintain life. Kidney failure can result not only directly from kidney
disease but also indirectly from other diseases, such as diabetes and
hypertension. Dialysis is a technically complicated process that is
individualized to accommodate each patient's needs. There are two general
modes of dialysis treatment hemodialysis and peritoneal dialysis, both of
which can be performed at a dialysis facility or at home. During
hemodialysis, the patient's blood is filtered through a dialysis machine that
withdraws fluid and toxic materials before returning cleansed blood to the
patient in peritoneal dialysis, the removal of fluid and toxic materials takes
place within the abdominal cavity by means of cleansing fluid and drainage.
The vast majority of ESRD patients (86 percent) receive hemodialysis.
Generally, an ESRD patient has three dialysis sessions per week, lasting 3
to 4 hours each, usually provided on an outpatient basis.

Program Has Grown
Dramatically

Almost all dialysis patients, regardless of their age, are Medicare-eligible,
making Medicare the main payer of dialysis services. Total expenditures for
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the Medicare ESRD program, authorized in 1972, have grown steadily from
$229 million in 1974 to over $11.4 billion in 1998. A major reason for the
increase in program costs is the dramatic rise in enrollment total
enrollment for those beneficiaries requiring dialysis or transplants has
risen from approximately 16,000 in 1974 to over 360,000 in 1998. The
increase in enrollment has been fueled by expansion of the criteria that
determine who is an acceptable candidate for dialysis. For example,
physicians are recommending dialysis for older patients-the number of
patients in the ESRD program who are 65 or older increased from 5 percent
in 1973 to 50 percent in 1997. In addition, the program is admitting more
patients with hypertension and severe diabetes (see app. l for additional
infornation on the changing demographics of dialysis patients). The
number of dialysis facilities has grown in step with the growth in the
number of dialysis patients. Since 1993, the number of facilities has
increased at an average rate of 6 percent annually, reaching 3,817
participating facilities in 1999.

Medicare payments, which are based primarily on a fixed rate per
treatment, have essentially remained unchanged since program inception
For facilities that aim to maximize profits, such fixed payment rates can
create incentives for efficiencies, but they can also be an incentive for
underservice. This movement toward greater efficiencies has spurred
considerable industry consolidation into for-profit facilities and chain
providers. The Medicare Payment Advisory Commission reported that in
1997,68 percent of the non-hospital-based facilities were for-profit And
three-quarters of all for-profit dialysis facilities were affiliated with a chain-
In 1998, dialysis facilities used about 12 percent fewer staff to administer
dialysis than in 1993. Furthermore, they increasingly rely on lower-cost
technicians rather than nursing personnel to monitor dialysis treatments.

HCFA Relies on State
Agencies and ESRD
Networks for Oversight

HCFA has established a set of quality-of-care standards, called Conditions
of participation, that dialysis facilities are required to meet before they can
receive Medicare payments. The conditions of participation are regulatory
standards, first established in 1976, designed to ensure that dialysis
facilities are capable of furnishing quality care in a safe environment There
are 11 conditions of participation covering areas such as the physical
environment of the facility, the adequacy of patient care plans, and the
management of the facility (see app. m for a more detailed description of
the 11 conditions of participation).
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Oversight of the program falls primarily on state survey agencies and ESRD
networks working under contract with HCFA Each plays a separate
oversight role. State survey agencies-generally state departments of
health-are responsible for verifying that dialysis facilities comply with
conditions of participation. They do so primarily through unannounced site
surveys of dialysis facilities. These agencies, which have expertise in health
and safety issues, are frequently responsible for surveying other types of
health care facilities that require certification for participation in the
Medicare program, including nursing homes and home health agencies. No
statutory requirements exist for the frequency of state surveys of dialysis
facilities; rather, the frequency is determined mainly by the funding
available. For fiscal year 2000, state agencies are expected to receive about
82 million for survey and certification of dialysis facilities.

State agencies, with HCFAs concurrence, determine whether problems
identified during a survey are serious enough to warrant finding a facility
out of compliance with a condition of participation If a facility is found to
be out of compliance and the deficiencies are not corrected-generally
within 90 days-the facility is subject to termination from the Medicare
program. If deficiencies are so severe that they put patients health and
safety in immediate jeopardy the facility has only 23 days to make
corrections (this is called the fast track' for termination). To determine
whether deficiencies have been adequately addressed, the agency conducts
another on-site survey. If the facility is still out of compliance, the state
agency refers the facility to HCFA, which is responsible for prescribing and
reviewing additional corrective actions and, if these additional steps are
insufficient, proceeding with the termination process. If deficiencies are
corrected or plans for correction are developed at any time during this
process, the process to terminate is stopped.

ESRD networks are organizations that contract with HCFA to help ensure
effective and efficient administration of the ESRD program and improve
program performance. The 18 networks are funded through a fifty-cent
charge on each Medicare dialysis treatment, which for fiscal year 2001 is
expected to total about $18 minion. ESRD networks have medical staff
with experience in dialysis, and their boards of directors and medical
review boards are composed of dialysis facility representatives, physicians,
and dialysis patients. As a result, they tend to have more clinical expertise
specifically on dialysis than do state survey agencies.
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In contrast to state agencies, which check for adherence to conditions of
participation, the networks are responsible for quality improvement, which
focuses on improving the clinical outcomes of dialysis facilities. Network
activities include identifying and collecting data on key clinical indicators
and furnishing individual facilities with regional performance data on
clinical indicators so a facility can compare its performance with that of
other facilities. The networks also provide technical support to help
facilities improve their performance on the key indicators. In the aggregate,
these indicators show that the quality of dialysis care nationwide has been
improving. As evidence, HCFAs 1999 data report cited first-year patient
death rates, which, after adjustments for some patient conditions, declined
from more than 30 per 100 patient years in 1986 to slightly more than 21 in
1996.' The data also showed that in 1997, 72 percent of the sampled
patients received adequate dialysis as measured by urea reduction, an
increase from 59 percent in 1995. The use of clinical outcome data has
evolved from a tool to assess the overall quality of dialysis services at the
patient level to being considered by HCFA as a method to assess the quality
of services at individual facilities.

In addition, networks conduct specific quality improvement projects with
dialysis facilities, handle grievances regarding patient care, and assist
patients in finding dialysis providers. Networks also conduct on-site
inspections at facilities to assess procedures and assist facilities in
improving the quality of care they provide. fib participate in Medicare,
facilities must cooperate with network data collection efforts and quality
improvement projects.

Oversight of state survey agencies is coordinated by HUFAs Center for
Medicaid and State Operations in its central office and its 10 regional
offices. Oversight of the 18 ESRD networks and their activities is
coordinated by HCFAs Office of Clinical Standards and Quality and
regional offices in Boston, Dallas, Kansas City, and Seattle.

'Natlanl lastituteso aHeath ONMH, Ualted State Rien.l Data Sytem (1U1R59), USRD
1999A-udDaft Repet(Beeed.s5Md.: NIULApr. 1999), p.7&
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* On-Site Monitoring
Program Surveys a
Limited Number of
Dialysis Facilities

On-site inspections by state survey agencies are HUCFAs primary oversight

tool to ensure that ESRD facilities meet Medicare conditions of
participation. An effective monitoring program should ensure that

deficiencies are identified and corrected at surveyed facilities and that
facilities are surveyed often and with enough randomness to give facilities

an incentive to remain in compliance with standards. However, the number

of recertification surveys performed each year is decreasing and has
reached the point that only a small fraction of the facilities are surveyed.

This is a matter for concern because we found ample evidence that serious
health and safety problems exist in a number of dialysis facilities.

Recognizing that dwindling surveys presents a serious risk to effective

monitoring, HCFA has requested a nearly threefold increase in funding for

ESRD surveys in its 2001 budget

Most Facilities Go Many
Years Between Surveys

Inspections are required (1) when a facility begins to participate in
Medicare, (2) when a facility changes or expands services, such as starting

a dialyzer reuse program,
2

and (3) when a facility relocates. Aside from
these requirements, there is no provision in law or regulation that sets a

maximum period between surveys. Rather, the interval between a facility's

initial survey and subsequent recertification surveys depends on HCFAs

survey goals; indications that additional surveys are needed because of a

complaint or a grievance; and the extent of the survey resources made
available through HCFAs contract payments to the states and through

other fumding sources, such as state appropriations. Generally, states
determine which facilities to survey with only limited input from HCFA or

ESRD networks. State agency officials told us that they use criteria such as

the date of the last survey and the volume and type of complaints received

to set their survey agendas.

Since 1993, the number of HCFA-funded dialysis facility surveys has
declined substantially. At the same time, the number of new facilities

entering the program annually has increased. These new facilities-each

requiring a survey-along with a decrease in funding from HCFA, have led

to a substantial drop in the percentage of existing facilities surveyed (see

table 1). In 1993, 52 percent of facilities in the program prior to 1993

'A diabser . a fier that i: used to eleon mWte maWeu from the pai.eWtS blod Dialo
-an be wed multiple ton « thme- patie r dialyi f ltimes establish proedres-
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received a recertification survey. By 1999, only 11 percent of the facilities
subject to a recertification survey were resurveyed At the current survey
rate, once a dialysis facility receives its initial certification survey, it is not
likely to be resurveyed for about 9 years. Currentlix 772 active dialysis
facilities have not been resurveyed in the last 6 years.

Table 1: Number and Pe tntapot otaDtls Facilitie Resurveyed, 1993-s9

Yar ot

1993

1994

1995

199
1997

1999
1999

Total number of taclittes
participating In kedicare

2,559
2.741
3,000
3.209
3.448
3.659

3.817

Total number ot tacililes
thVt Iould be resurveyed
(exiting tacilite only- Total number of factlitiea

excludes new facilteal) resurveyed Percentage resurayed
2,334 1,216 52
2,517 727 29
2,697 389 14
2,942 476 1i
3,148 469 1s
3,370 398 12
3,589 409 11

Noat: Our anaytta det c 1993M bnrl reprert U. pohl cwe V* d.enamd hai M
mevwy ectift a$. to .09t01. dalnta pe.. yeas mMoru -qM W l

a
ly Wotsta. ua

Vuo.M 01 WS. -0191. N-rA4M U. prtoruyes, data O-5 MM VW -br Of ".&V b5
nr-yed In pror yeas la mmporoll fo 1993 Wals.

Sowrc: GAO 00 s bandm data ft.0o HMCf.

Percentage of Surveyed
Facilities With Condition-of-
Participation Deficiencies Is
Rising

The infrequency of surveys makes it impossible to determine the exact
extent to which dialysis facilities are currently in compliance with the
conditions of participation. However, data indicate that the percentage of
inspected facilities found to be out of compliance has increased
significantly during the 1990s. In 1993, 6 percent of facilities surveyed were
cited for a condition-of-participation deficiency, that number ruse to 15
percent in 1999.1 In two states we visited, state survey officials have
conducted more frequent on-site inspections. They were able to do this
either by reallocating survey resources from other types of health care
facilities, like rural health chnics, to diahlysis facilities or by using additional
funding from their state governments to fulfill their role in state dialysis

s_ ..7 . . . . . .
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facility licensing laws. In these states, inspectors found facilities out of
compliance at high rates.

Oregon. During a 20-month period from June 1998 to March 2000,
Oregon's state agency conducted 41 surveys spread across the state's 39
dialysis facilities.' Eleven facilities (26 percent) were found to be out of
compliance with the Medicare conditions of participation. Had the state
not stepped up its efforts, it would have taken 4 to 10 years to identify
these seriously deficient facilities.

6

7buasa The passage of a state dialysis licensing requirement in 1996 led
to a dramatic increase in the number of dialysis facility surveys in Texas.
In 1996, in order to license the facilities, the agency surveyed all 244 in
the state and found that 33 (14 percent) were out of compliance with
Medicare conditions of participation, compared with a national average
at the time of about 9 percent

The five conditions of participation most commonly cited as deficient
accounted for 75 percent of an deficiencies reported during 1993 through
1999. Table 2 lists these conditions of participation as well as describes
examples of the potential for harm resulting from these deficiencies.

'These pectu Included idtil ae , reerficatin srys, ad reys required
befre the faety -a -hiate a diabaee r-e progm

Boath the mitnim and aimum emt um ne tht the sate would -vey 10 percent
of ie idhtit each year (the HCFA pal t the dame> The taamum mtme names that
the 11 t-ar-coMpliance failies -e surveyed ins, ad the taaae etumate
they - -ned las
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Tetie 2: Top Five Conditions of Participation Identified as Deficient end Their Potential Adveree Efacts, 1993

Percentange of
tow

199549 Condition of participelton Example of potential adverse effects of noncompliance
23 The laltrs governing body should adopt and enforce Certain procedurss ae associa wIth diayi for which

written rules and regulatis, inctuding tperational nriss filurs to follow estabtshed protocola could result in
and patient care polices to safeguard the heath and erious Injury For notae Inadequate dicon
eaety of patients delvery systarn policies end procedures can lead to

medicaton errors and adverse dtug events that increase a
patents riosk of complications or death.

19 The facilttlt physncal erronment should be frnctional Deficiant equipmneot cmoud lead to tfe-threataning
sanitary tale. and comfortable for Patients taf and the coriptons For fostance, it dialysis pumwp is not
public. Inspected and calbrated 3pmp-f the patient ray

esperience blood lose rceive an air bublte or sustain
other serious injury during dialysia

13 The muse of hemnodialyzems and s~oppes should ocur Deficient reuner practices can eugose patients to croia
only to fdAities that meet certifioctin standard or onectiou hazards by means of direct htroduction into

their dnructory systems. ESiD patirnts are more
susceptble to infction. and cose attention to infection
control I a crtical prevention mensure.

12 The long-term program and patient cams piano should Deficent patent care ptning can resus It isnerecthe
show that a prional. multidisclinary health care treatment. For instancea an inadequate patient care plan
team dweleoped a written long-term-care plan to ensure could toll to Identity and refersa patient who In eligible for
each patient receives indivdualized care and the kidney tanspiort. Or the care plan could fell to Include
approprIate type of dialysis treatntL monitoring alerts for patilents with cardiac conditions such

an enhtyttonie which Os bee tiOe-threatening comoplication
during dialysis.

9 The director of the monat dialysis faclity should be a If dialysis statf ams not properly trained, they Oannot be
Boardcrtified physician and trained in the core of eapected to respond quiddy and effectively to the range of
ESRD patents The director, among other things, In alto conplications that car arise duriog dialys traonr
responsible for ensuring the proper treining of stat

Su: GAO Uaoys of HCFA dot.

HCFA Is Seeldng Funding In its 2001 budget submission to the Congress, HCFA requested a nearly

for More Surveys threefold increase in the funding for dialysis facility surveys-from $2.2
million in fiscal year 2000 to $6.3 million in 2001. This increase, according
to HCFA, will ensture that EFSRD facilities are surveyed at least every 3
years. HCFA in seeking this additional ftnding in response to the declining
survey frequency and the rising number of deficiencies identified, as well
as information from states regarding complaints about dialysis facilities.
Nationwide, complaints to state survey agencies roae 22 percent from 1998
to 1999. As a case in point, the Oregon Department of Health received just 2
complaints in 1997, 6 in 1998% and 19 in 1999.
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Enforcement Process
Gives Facilities Little
Incentive to Sustain
Compliance

Even if the frequency of state onk-site inspections increases, HCFAs
enforcement actions against noncomplying facilities provide little incentive
for facilities to make more than temporary improvements. The
effectiveness of HUFAs enforcement of condition-of-participation
requirements is limited because HCFA relies on termination from
Medicare-or, in reality, the threat of termination-as its sole enforcement
tooL To escape termination from the program, facilities almost always
bring themselves back into compliance, but they face minimal
consequences if they again slip out of compliance. For a variety of reasons,
HCFA has not developed or used other sanctions that would give facilities
more of an incentive to maintain compliance with conditions of
participation6 In combination with the decreasing frequency of state
surveys, these factors severely limit HCFAs ability to promote long-term
compliance.

Threat of Termination
Brings Facilities Into
Compliance but Does Not
Necessarily Keep Them
There

HCFA uses the threat of termination as its primary enforcement tooL When
state agencies identify problems that are sufficiently serious to put the
facility out of compliance with a condition of participation, they begin a
process, through HCFA, by which the facility either corrects its deficiencies
or is terminated from the Medicare program. Before a facility can be
terminated, it has an opportunity to correct its deficiencies or develop an
acceptable plan of correction Actions and plans may include establishing
new procedures and policies, documenting and clarifying roles and
responsibilities of facility staff and managers, recruiting qualified staff and
conducting in-service training of personneL Once the state agency
determines, normally by a revisit, that the deficiency has been corrected
and has reasonable assurance that it will not recur, the termination process
is stopped.

We use the ten ie o- In this report to refer toA oa the penaltic unflhbie for
ooaeemps,5ce, lh de 1 o Medicare pamt. nd tem*iatio from the Medere
I or28
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In practice, facilities nearly always correct such deficiencies and are rarely
terminated. For example, 481 of the surveys conducted since 1993 resulted
in at least one condition-of-participation deficiency,

7
but only three

facilities have been terminated for not correcting a deficiency.' According
to HCFA officials, the goal of the monitoring and enforcement program is
to bring problem facilities back into compliance with conditions of
participation, not to punish them. They stated that the threat of termination
from Medicare is an effective method to bring about compliance.

Although the threat of termination is effective in bringing a facility into
compliance, it provides little assurance that a facility, once recertified, wili
not immediately slip out of compliance again. For one thing, while facilities
are correcting their deficiencies, they are allowed to continue to receive
full Medicare payments, and they do not have to reimburse Medicare for
payments they received when the services and care they provided were not
at the level required for payment Moreover, if they slip out of compliance
again and face termination, they can avoid it by returning to compliance
during the grace period.

The length of time between surveys makes it difficult to determine how
quickly and how often facilities fall out of compliance. However, analysis of
the survey deficiency database suggests a pattern of repeated deficiencies.
For example, of facilities with four or more surveys,' 38 percent of those
that had deficiencies on their most recent survey were also deficient on at
least one of the same requirements on their last prior survey. More than
half of them had two or more such repeat deficiencies.

In some situations, termination is not used even when a facility fails to take
appropriate corrective action after the termination process has begun.
State, network, and HCFA officials told us that termination is not always an
option because it could create serious access problems for patients using
that particular facility. In fact, to avoid such access problems, throughout
the termination and corrective action process-which can last 90 days or

'tis figure incId. beth recertifitaion sarveys - .d comptst survey.

'One ddiuoanlr.nity vohmtsly -tidrew fom Medicaret b e of the thrat of
tenstnntine. While HCFAs deficeiry da identified 12 fcilities invohmtarily tereinated,
we excluded those terninations hat were not linked with. facity's failare to roset
candltion-fpwsi defidendes
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more-noncomplying facilities continue to receive Medicare payments and
may continue to accept new Medicare patients.

During our state visits, we also identified cases in which facilities returned
to compliance only to be found out of compliance again a short time later.
Three examples follow.

Washington. On March 24, 1999, a facility was cited for noncompliance
with such requirements as following physician orders, following anemia
management protocols, and following up on adverse incidents at the
facility. The state accepted a corrective action plan on July21. However,
on October 13, a lengthy complaint was flied alleging that the same
types of deficiencies found during the survey were still occurring and
that the facility's management was not correcting the problems. The
complaint also included a long list of incidents that allegedly occurred
over a 6-month period, including the months the facility was reported to
be taking corrective actions. Many of the allegations and incidents in the
complaint were substantiated during the state investigation, including
problems that were also cited on the prior survey for example, not
writing reports for serious incidents, such as medication errors, in
which patients did not receive prescribed medication and in which other
patients received medications that had not been prescribed for them.
During this same investigation, the state found poor patient care
practices, such as leaving a patient on a bedpan throughout the 3-hour
dialysis treatment, causing blisters. Overall, the deficiencies found were
so severe that they posed immediate jeopardy to patient health and
safety, and the facility was placed on a fast track to termination. The
facility again took corrective actions that were acceptable to the state
and HCFA, and at the time of our work, continued to dialyze Medicare
patients,
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New Jersey A facility's iitial certification survey on February 26,1996,
found numerous deficiencies, including having untrained personnel
responsible for water treatment, not testing chloramine levels of water
daily, not having a quality assurance plan, and poor patient care
planning. After developing an acceptable plan of correction, the facility
was certified to operate six dialysis stations, treating 35 patients. Over
the next 18 months, the ESRD network conducted several on-site visits
at the facility and each time found serious and continuing problems. For
example, patients were placed at serious risk because dialysate (the
fluid used to extract toxins from the blood) was prepared using
untreated water. Furthermore, the facility's treated water, dialysate, and
dialysis machines had bacterial contamination that exceeded acceptable
levels." In 1998, the state agency resurveyed the facility and found the
problems identified by the network as well as the same deficiencies
found earlier by the state. In response, the facility again developed an
acceptable plan for corrections. Since then, the facility has continued to
treat Medicare patients and has not been resurveyed in more than 2
years.
* xas. A facility cycled in and out of compliance over a 9-year period
while developing numerous plans of correction at the direction of both
the state and the ESRD network. On many occasions, the deficiencies
were so severe they put the health and safety of the facility's 227
patients in immediate jeopardy. For example, the facility had repeated
problems regarding providing adequate levels of dialysis, managing
patient anemia, and planning patient care. In 1999 HCFA put the facility
on a fast track to termination, citing such deficiencies as not providing
care necessary to address patients' medical needs, not complying with
physicians orders, lack of physician planning of and supervision over
patient care, and not foliowing up on adverse incidents. It took more
than 4 months and two revisits from the state before the facility camne
back into compliance. However, when the state conducted a survey 4
months later, the facility was again out of compliance. At the time of our
review, state agency officials were exploring enforcement options under
state licensing authority.

eFederal soevo frtm the HCFA regional office aompanied the netwoek rvey oa
oae of the fal viets and oaered many of the promtlem
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Other Enforcement Tools 1ermination is one of several enforcement tools available to HCFA, but it is
Are Not Being Used the only one In use (see table 3). HCFA maintains that the other tools have

varying limitations that have prevented them from being used as effective
alternatives. The following sections discuss each enforcement tool for
dislysis facilities and the limitations that might be affecting ita use.

Taeble 3 Overview fa Entorcement Tools Available to M4CM

1rfpe of
noncompliance Enflorcemnt tool Extent ueed Concerns or llmitations
Faiurs to comply with Termination from the Madicare Invoked when a laciity is not in Successful In bringing fatias hack imo
Medicare conditions of prcgram compliance with a codtion of conpiance, bu not necessarily at
particiation for parttipatiort Meetinga atom In compliance

Denial of payment tor nrw Not Ir qfnte d Into regatIon Like temination, taclitien cat avcid thb
Maduars patients by HCFA sanction by mtuming to wcopance

Fain to tallow Retroactive denial o paymetit for Not imoplenmented into HCFA HCFA maitais~ that applying th
kbistry standards and rD3es provided when the haciity procedures sanction would be cmmbersnoma
prncbice3 for neoiag was ouit of contyiance
hemodalyzen
Failure to partmcpae in Temttinaion from the Medicare Nerer levied agaInst a facility Only option evalable it the deftciency Is
ESRD networt quality- program saerouw
of-care Initiatis, or to
pumue qualyito-care
goale

Denial at payment for now parents Never levied agen a tacitily
admitted alter th aetective date of
the sanction
Reduction a a al's paymoert Never lavied against a taclily
atle by 20 percent br each 30-day

pariod thaW the tacitly conrinues to
not parttiipata or pua goale
alter beiog ith d to do an
Witdthoiding at payments, who Never levied ag t a leofty
intaerst. for at ESRD services

LiUited appllcabiltty-can be uted only
for nonsarlaus deficincies

Lhotaed applcaldty-can be used only
br nonserlous daflteanb

Limited ab cn be used only
for nomnsemous defiierncies

Denial of Payment for New
Medicare Patients

In 1987 the Congress gave HCFA the authority to develop regulations
allowing the agency to deny Medicare payments for new patimnts at
facilities that are not in compliance with the conditions of participaton At
that time, the Congress noted that HCFA may be reluctant to use
termination, even in cases of serious deficiencies, but that persuasion or
technical assistance alone may not be sufficient to bring facilities into
compliance. However, HCFA has not promulgated regulations for denying
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* payments HCFA officials told us that denying payments would offer no
advantages over termination because, under the law, facilities can avoid the
penalty by returning to compliance within the grace period In that sense,

denial of payments would operate the same as termination-it would occur
only if the facility did not comply.

Retroactive Denial of Payment
for Improper Dialyzer Reuse

The Congress provided HCFA additional and broader authority to address
facilities not complying with standards and requirements for reprocessing
and reusing dialyzers. Compliance with accepted standards is important to
prevent the weakened immune systems of dialysis patients from being
exposed to microbial contamination and dangerous levels of the germicide
used to clean the dialyzers. HCFA was authorized to impose sanctions
retroactively when a facility failed to follow industry guidelines on
appropriate reuse procedures, even if the facility had corrected its deficient
practices. Unlike termination, this tool also can be used for deficiencies
that are not considered severe enough to constitute a violation of the
applicable condition of participation. HCFA has not incorporated this
authority into its procedures, believing that it would be too cumbersome to
do so. HCFA officials explained that it is administratively difficult to use
this sanction because it is hard to identify which specific dialysis
treatments are actually affected by a facility's deficient process for reusing
dialyzers.

We disagree that this authority would necessarily be cumbersome to
implement-at least not in all instances. Many of the important reuse
standards relate to processes and procedures that affect almost all patients
in a facility. As a result, if a deficiency is cited that affects all or most of a
facility's patients, determining which payments should be dened may not
be as difficult as HCFA assumes. Our state-level reviews showed instances
in which such conditions applied. That is, many of the deficiencies affected
all patients that were dialyzed during the period examined, and surveyors
were able to identify specific days of noncompliance. Payments made for
services provided during the period of the deficiency would thus be subject
to recoupment under current regulations, requiring relatively little effort on
the part of claims processing contractors to establish the appropriate
amounts.

HCFA has several financial sanctions at its disposal if facilities do not
cooperate with ESRD network activities or pursue the network's quality
goals and initiatives. After providing notice to chronically deficient
facilities, HCFA can deny payment for new patients, reduce payments for
services provided, or withhold payments altogether. However, the law only

Penalties for Noncompliance
With ESRD Network Activities or
Initiatives

P." Is GAOuEas-eII14 M.B.Q.dityC-



275

B-284M5

authorizes use of these financial sanctions if the deficiency does not
'jeopardize patient health and safety.' This, in practice, creates an
enforcement paradox. Networks are inclined to refer only facilities with
serious deficiencies to HCFA for sanction, but only the nonserious
deficiencies would be subject to the financial sanction. For serious
deficiencies, termination is the only sanction available.

In practice, the networks try to educate, provide technical assistance,.
require corrective action plans and progress reports, and generally use
more collegial means to change the behavior of noncomplying facilities.
Since 1993, only two failities nationwide have been recommended for
alternative sanctions by ESRD networks." Each involved a situation in
which the network determined that patient health and safety were being
jeopardized because of a lack of fundamental processes and systems, but
the facility did not respond to the network's efforts to address the
problems. In both cases, HCFA did not proceed with sanctions but instead
relied on surveys to document problems and on the threat of termination to
bring about needed changes.

Enforcement Tools
Available for Dialysis
Facilities Are More Limited
Than Those Available for
Nursing Homes

HCFA does not have the same tools to create strong incentives for ESRD
facilities to maintain compliance that It does for nursing homes. In 1987,
largely in response to studies showing that many nursing homes tended to
cycle in and out of compliance with standards, the Congress authorized
HCFA to levy civil monetary penalties of up to $10,000 per day on homes
that do not meet Medicare requirements of participation. The Congress
intended these penalties to create a strong incentive to maintain
compliance. In July 1995 HCFA established in regulation that nursing
homes are subject to these financial sanctions on the basis of the severity
of their deficiencies and can also face financial sanctions If they have
repeated serious deficiencies. These latter penalties can be levied without
allowing a grace period to correct the deficiencies, and they can be applied
even if a nursing home corrects the deficiencies. In our previous review of
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enforcement of nursing home standards, we reported that while
administrative problems with appeals had not yet been resolved, dvii
monetary penalties may provide a strong deterrence to severe or sustained
noncompliance.'

Steps Under Way to
Target Survey
Resources Have
Imitations

HCFA has been working on a pilot project that will use available faciity-
specific data to help state surveyors select facilities for review. While this
idea has merit, for such a screening process to be effective, the data must
be more timely and reliable than what HCFA currently has at its disposal.
Moreover, the extent to which outcome measures, which would be
included, would accurately predict the presence of serious health and
safety deficiencies that would be identified through on-site hispections is
unclear, In contrast opportunities exist to better target resources through
improved communication between the ESRD networks and state survey
agencies. Thus far, HCFAs efforte to facilitate the exchange of information
between networks and survey agencies have been inconsistent

.HCFA Is Pilot Testing Data
Profiles of Individual
Facilities to Help Target
Surveys

In May 2000, as part of a pilot project, HCFA sent individual diabsis facility
profiles created using available facility-specific data to the seven state
survey agencies participating in the pilot. These profiles are designed to
help state agencies determine which facilities to select for on-site
inspections The information focuses on the adequacy of dialysis provided,
the frequency of some dialysis-asociated complications and diseases, and
the types of practices used by the facilities in administering dialysis and
reusing dialyzers. This information comes from a number of sources. Part
of it is data currently used to prepare annual reports on renal care, such as
standardized mortality and hospitalization rates. HCFA obtains other data
through claims for payment that facilities file with intermediaries. These
claims include information on the adequacy of dialysis treatments (the
urea-reduction ratio) and an assessment of anemia in patiente
(hematocrit). HCFA is also using data on patient infections collected by the
Centers for Disease Control and Prevention.

HCFA plans to collect feedback from the seven pilot states in the faDl of
2000 and to begin training surveyors in the use of the profiles in early 2001.
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The evaluation of the pilot project is scheduled to be completed in early
2001, but at the time of our review, the evaluation plan and criteria had not
been set

Available Information
Reflects Problems in
Capturing Conditions at
Individual Facilities

Available Data Are Neither
Tnmely nor Necessarily Reliable

Because the facility profile project is now being tested, we did not
comprehensively evaluate it However, we did identify several issues that
need to be considered before the data are used to significantly influence
the survey selection process. The mn*r concern is whether the data are a
strong predictor of noncompliance with Medicare standards. In the states
we visited, we found cases in which facilities had good clinical outcome
scores but were Identified in on-site surveys as seriously out of compliance
with Medicare standards. For instance, during a complaint investigation,
state surveyors and network quality assurance staff found serious, life-
threatening deficiencies, such as a lack of knowledge of basic medical and
dialysis practices like anemia management, infection control, and water
purity. However, when network officials reviewed the fadlts clinical
outcomes, the facility had betterthan-average scores.

Whether the data come from Medicare claims or through collection by
ESRD networks, the process by which HCFA collects and aggregates data
on ESRD patients and services takes time. Much of the data for the facility-
specific profiles is at least 2 years old. For example, the facility profiles for
the year 2000 report hospitalization and mortality data from 1996 through
1998. The Centers for Disease Control and Prevention surveillance data
included in these profiles were collected through a 1997 survey. The
screening tool proposed in the HCFA pilot would thus reflect conditions at
the facility that were at least 2 years old. It is reasonable to assume that,
given the dynamic nature of the industry, such a screen would not reflect
current conditions.

Although clinical outcome measures, such as hematocrit levels and the
urea-reduction ratio, are generally accepted as good measures of dialysis
service quality, the assessment of the reliability of the measures reported to
fiscal intermediaries yielded mixed resuls. For example, an tnitial internal
study found differences between the clinical measures facilities reported to
fiscal intermediaries and the information collected by ESRD networks.
Prelininary results of a later HCFA study found the two data sets to be
more closely correlated A primary concern that remains is the lack of
assurance that a single set of procedures to collect, store, assay, and report
laboratory values is being followed consistently.

pa S p~~ at 88rs55&Oin40-114 K.k. -atrfC.
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Predictive Power of Outcome
Measures Is Unclear

Another significant issue involved in using clinical outcome data in
conjunction with the facility selection process is whether outcome
measures are a reasonable predictor of a facility's level of compliance with
Medicare standards. Although a limited analysis found outcome measures
can have a predictive power,'

3
there is disagreement on the extent to which

outcome measures currently available to HCFA are strong predictors of
compliance with Medicare standards. Moreover, concerns exist that using
outcome measures to inform the survey selection process may complicate
the process of collecting accurate data.

For example, clinical outcome measures like urea-reduction ratios were
designed to estimate the extent to which health care providers conformed
with clinical practice guidelines, and not necessarily to reflect the extent to
which facilities complied with important condition-of-participation
standards. As a result, ESRD network and state agency staff told us that
dialysis providers could have clinical outcome scores within the average
range for the region and still have serious deficiencies, often in such critical
areas as water purity, staff competence, and infection control.

The experience of the Texas network shows the difficulty of using outcome
measures as the key tool to predict which facilities do not comply with
Medicare conditions of participation. The network compared clinical
outcome data with the results of state surveys for 179 facilities for 1996.'
An analysis of the data found that using outcome measures would have
been an improvement over the random chance that selected facilities
would have condition-of-participation deficiencies. However, network
officials cited methodological difficulties that, in their view, would have
limited the usefulness of these results for targeting surveys. For example,
clinical outcome data are not current enough and would not have been
available in the same year as the surveys. Network officials also pointed
out that the data did not account for the severity of the deficiencies, in that
some facilities with the most severe noncompliance problems had
acceptable outcome measures. As a result of these and other concerns, the
network's medical review board reported that its analysis was inconclusive

5
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about the merits of using clinical outcome data as a controlling factor in
targeting state survey resources.

Over time, the process of using clinical performance measures to score
facilities and then conduct surveys on the basis of these scores could, in
itsel, complicate efforts to improve the accuracy of the facility-reported
data. In the long term, the use of facility-specific data to inform the
regulatory oversight process creates an incentive for facilities to report
date that indicate acceptable performance whether they are providing an
acceptable level of service or not HCFA quality assurance specialists
reported in 1999 that clinical performance data were to be used primarily
for population-based quality Improvement rather than for evaluating
facilities' care of specific patients or compliance with quality assurance
standards. The report noted considerable concern that, if inappropriately
used (particularly by regulators), the clinical performance measures could
potentially have a deleterious effect on the care of dialysis patients,
presumably by creating incentives for facilities to 'game the reporting
system " Such incentives are particularly problematic with the ESRD
program because currently most of the data are self-reported Verification
of the data is limited to a review for transcription errors.

Lack of Conmmunication Has
Hindered Monitoring
Effectiveness

By building stronger cooperation between ESRD networks and state survey
agencies, HCFA has an opportunity to improve the quality of facility-
specific performance data used in selecting fadlities to swuvey. ESRiD
networks collect a variety of data from individual dialysis facilities and in
some cases have facility performance information that is available on a
real-time basis, rather than after a lag of several yeas However, HCFA has
not consistently encouraged this coordination, and, in some cases, through
conflicting policy interpretations, has actually impeded it As a result, the
level of coordination and information sharing varies dramatically across
the nation, and in most cases little of it takes place.

HCFA has not been dear on the type of relationship and coordination it
expects between networks and states. HCFA& current policy is that
networks may readily share facility-specific information with state survey
agencies to aid in the certification process. This stance reinforces HCFA
contract requirements with networks from prior years, in which networks
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were instructed to achieve a working relationship with state agencies and

HCFA regional offices that would assist each in improving the quality of
care provided to ESRD patients. Activities the networks are to undertake
with state agencies include sharing information and data reports,
communicating on patient quality-of-care issues, providing facility-specific
data to the state agency, and working to support their survey activities.

HCFA regional offices that oversee network and survey agency activities
have not applied this policy consistently. In fact, most HCFA regional
offices restrict networks from sharing facility-specific information and
support ESRD networks when they deny requests by state survey agencies
for such information, saying that federal confidentiality restrictions
prohibit this sort of exchange. In contrast, with the knowledge of the HCFA

regional office, the ESRD network in Texas began providing facility-
specific information to the Texas Department of Health after the state
passed a licensure law for dialysis facilities in 1996. More recently, in early
2000, some HCFA regional offices have begun efforts to facilitate the
communication and exchange of information, including facility-specific
performance information, between ESRD networks and state agencies.

By sharing information and knowledge, ESRD networks and state agencies
can effect a more complete picture of ESRD facilities. Each has different
information and knowledge about a facility that together provide a more
accurate overall assessment of the quality of care a facility provides. ESRD
networks work solely with ESRD facilities; have information on the clinical
aspects of the care in facilities; and also may be more aware of staffing and
management changes, patient complaints, and the results of network
quality improvement initiatives, which can have a major impact on the

quality of care provided. In contrast, networks do not have detailed
information about facilities' systems and processes that are key to quality
of care, such as the quality of water used, infection control procedures,
reprocessing of diablzers, and care planning. This type of information can
be provided by state survey agencies,

Conclusions Oversight of ESRD facilities needs improvement While many faciblties may
be conscientiously and consistently providing quality care, some do not,
and current oversight efforts are not enough to find and correct the
problems in a timely manner. HCFAs request for a threefold budget
increase for inspecting ESRD facilities is a sign that the agency realizes
additional oversight is necessary.
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While increasing the number of inspections should help improve oversight,
other things can be done as well One is to put some teeth into the
enforcement process. Currently, when condition-of-participation violations
are found, even on a recurring basis, ESRD facilities essentially face no
actual penalty as long as they correct any problems identified Part of the
reason is that HCFA has chosen not to exercise its authority to levy certain
sanctions. HCFA has not instituted procedures to deny Medicare payments
for dialysis if a facility does not meet dialyzer reuse standards. However, in
practice, other sanctions now available to HCFA have little application
because either they are restricted to less serious deficiencies or, in the case
of more serious deficiencies, facilities can take corrective action, even
temporarily, and avoid them altogether.

One way to give facilities more of an incentive to stay in compliance is to
have available the kinds of monetary penalties that can be used when
nursing homes are found to have severe or repeated serious deficiencies.
For example, HCFA can fine nursing homes, and the fines are not forgiven
when the facility corrects its problems. We have previously reported that
such penalties can give nursing homes a strong incentive to remain in
compliance with Medicare standards. Making such financial penalties more
applicable to ESRD facilities would require action by the Congress.

Another way to strengthen oversight is for state agencies and the ESRD
networks to share information on complaints and known quality-of-care
problems at specific facilities. Doing so would help target inspection
resources where they are most needed. HCFA's efforts to use available
outcome data for targeting its survey efforts may also eventually help in
this regard, but more testing and evaluation are needed to ensure that the
data used are sufficient to predict noncompliance with Medicare quality
standards.

Recommendations to We recommend that the Administrator of HCFA take the following actions

HCFA to strengthen oversight of ESRD facilities;

* Develop procedures on how and when to use HCFAUs existing authority
to impose partial or complete payment reductions for ESRD facilities
that do not meet Medicare quality standards for dialyzer reuse.

* Establish procedures to facilitate better and more routine cooperation
and information sharing between ESRD networks and state survey
agencies, particularly in targeting facilities for on-site surveys.
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* Evaluate the results of HCFAU project for using clinical outcome data to
select facilities for on-site review before it recommends that states use
such data aa a key factor in the selection process. A central component
of the evaluation should be determining the extent to which the data are
sufficient to predict which facilities have a higher likelihood of not
complying with Medicare's conditions of participation.

Matter for
Congressional
Consideration

To improve ESRD facilities' incentives to maintain compliance with
Medicare's conditions of participation, the Congress should consider
authorizing HCFA to assess monetary penalties on ESRD facilities like
those it is authorized to assess on nursing homes that have severe or
repeated serious deflciendres.

Agency Comments In commenting on the report, HCFA agreed with the report's findings and
expressed overall agreement with its recommendations. HCFA cited a
number of steps it intends to take or that are already under way to address
our recommendations. HCFA also pointed to a variety of patient outcome
measures over the last several years as evidence of improved overall
quality of ESRD treatment. While these data are encouraging about
nationwide quality, they do not mean that particular facilities are not
problematic. This is evidenced by the fact that the number of facilities
found to be out of compliance with Medicare conditions of participation
increased from 6 percent in 1993 to 15 percent in 1999.

Regarding the recommendation about sanctions for inappropriate dialyzer
reuse, HCFA stated that it would develop necessary regulations and
procedures to implement such sanctions. In response to our
recommendation to facilitate cooperation among state agencies and ESRD
networks, HCFA stated that it is now taking steps to clearly delineate
responsibilities of state survey agencies and ESRD networks that would
encourage cooperative information-sharing to help identify poor-
performing facilities.

Regarding our recommendation to evaluate whether outcome data are an
appropriate means of selecting facilities for on-site surveys, HCFA stated
that this process is already under way. HCFA cited an analysis of recent
data on facilities in Texas that indicated a strong relationship between state
survey results and outcome measures. We have included information in the
report about this analysis. However, we believe additional testing and
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evaluation are needed before outcome measures are used as a significant
factor in selecting ESRD facilities for survey. HCFA stated its intention to
continue studying this nsue.

HCFA did not specifically comment on our suggestion that the Congress
consider authorizing it to assess monetary penalties on ESRD facilities
similar to those authorized for nursing homes. However, HCFA did state
that It was pursuing a legislative strategy to consolidate and clarify current
alternative or intermediate sanctions and possibly establish new
authorities across all provider types

HCFA also provided detailed technical comments, which we incorporated
in the report where appropriate. HCFAs comments are in appendix IV.

As agreed with your offices, we will make no further distribution of this
report until 4 days after Its issue date. At that time, we will send copies to
the appropriate authorizing committees; the Honorable Nancy-Ann Min
DeParle, Adminnistrator of HCFA4 and interested congressional committees
We will also make copies available to other Interested parties.

Please contact me at (202) 512-7119 if you have any questions about this
report Major contributors included Margaret Buddeke, Timothy Bushfield,
and Mark Ulanowicz, under the direction of Frank Pasquier.

Janet Heinrich
Associate Director, Health Financing and

Public Health Issues
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Scope and Methodology

In order to evaluate the procedures and processes employed by HCFA,
state survey agencies, and ESRD networks to monitor dialysis facilities, we
interviewed (1) HCFA officials at its central office and four regional offices;
(2) state survey officials in California, New Jersey, Texas, Oregon, and
Washington; (3) ESRD network officials in five networks; and (4) officials
from the Network Forum, which is the organization that represents all of
the ESRD networks. We also collected data on the policies and procedures
used by HCFA, state survey agencies, and ESRD networks to monitor
dialysis facilities. We Judgmentally selected these five states because they
appeared to be typical based on available data on clinical outcome
measures for each ESRD network and HCFA data on the number of
condition-of-participation deficiencies. We also considered other factors,
such as networks with larger states and more surveys, networks in which
innovative monitoring practices were being employed, and networks with a
mix of geographic oversight responsibility (networks with small
geographic areas, large geographic areas, and multistate coverage). Within
each network we selected and visited state survey agencies in the largest
states. We reviewed and obtained documentation on facility surveys from
HCFA and state agencies and clinical performance data collected by ESRD
networks. We also analyzed data on the results of state surveys and the
clinical outcomes of dialysis treatments from national databases.

To determine the extent to which on-site inspections of dialysis facilities
are done to ensure compliance with Medicare quality standards, we
analyzed HCFAs nationwide database of health care facility inspection
results-the On-Line Survey, Certification, and Reporting (OSCAR) system.
This data system records state survey results in a standard format. We
analyzed data to identify the level of survey activity over time and to
determine the extent that survey resources are spent on recertification
surveys or initial surveys. We analyzed the frequency of citation of
condition-of-participation deficiencies, which, unless corrected, are severe
enough to warrant a facility's termination from the Medicare program.
Determinations of such deficiencies are made by state agencies and receive
HCFAs concurrence. Although we did not thoroughly assess the reliability
of the database for the purpose of analyzing the frequency of recertification
surveys, HCFA officlals generally recognize it to be reliable for this
purpose. However, the extent to which the data provide a consistent
measure of quality of care across states is unknown. To make such a
determination would require a review of the consistency of state survey
processes nationally, which was beyond the scope of our work.
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Tb determine the effectiveness of the processes used to ensure that
facilities correct identified deficiencies, we reviewed the procedures used
by state agencies and networks to require corrective actions and to
evaluate whether facilities return to compliance. 'lb gain more Insight Into
the effectiveness of HCFAs procedures to ensure sustained compliance
with quality-of-care standards, we looked particularly at the cases in which
state agencies and/or ESRD networks knew about facilities that had
senous and recurring problems. We reviewed the enforcement tools HCFA
has available to address noncompliant facilities and assessed the extent to
which these tools are utilized. We also analyzed HCFA data to identify the
number of facilities that were terminated from the program.

In assessing HCFAs efforts to improve the targeting of facilities to Inspect
and monitor, we focused on HCF&s ongoing pilot project to proffle
facilities using a variety of facility-specific data Because this project Is in
process and no strong indicators currently exist that identify facilities with
quality-of-care problems, it is difficult to asses the overall effectiveness of
this approach as a tool to identify noncompliant facilities. Instead, we
assessed the limitations of the data that HCFA is planning to use to target
facilities for on-site inspections. Tb this end, we reviewed the data HCFA
plans to use and discussed data reliability issues with ESRD networks,
HCFA researchers, noted renal care researchers, and the peer review
organization that has contracted with HCFA to develop the pilot progran.
In addition, we discussed with state survey agency, ESRD network, and
HCFA officials the extent to which state agencies and ESRD networks
share information and coordinate their oversight activities.
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Appendix 11

Comparison of New ESRD Patients by Age
and Primary Diagnosis, 1989, 1993, and 1997

189M 1993 1997

Parcentage of Percanlage ot Pereantage ot
Patients total Paller total Patientb total

Age

Undar 1S 430 1.0 475 0.8 583 0.7

15-24 1,309 3.0 1.337 2.3 1.373 1.7

25-34 3,435 7.8 3.652 6.2 3,633 4.8

35-44 4,649 10.6 5.840 10.0 7.080 9.0

45-54 5,850 13.3 7,846 13.4 10,936 13.8

55-64 9.100 20.9 11,393 19.4 15,317 19.4

65-74 11,978 27.3 16,964 28.9 22,056 27.9

75orolder 7,090 16.2 11.127 19.0 17,924 - 22.7

Total 43,841 1W 98,624 1W 79,102 1W

Prbsay diagnosls

Diabetes 14.404 32.9 21.319 36.4 33,096 41.8

Hypertenson 12.786 29.2 17,333 29.6 20,066 25.4

Glomenuonophrltls S.63 13.4 6.439 11.0 7,390 9.3

Cystic kddney 1.307 3.0 1,624 2.8 1,772 2.2

ther urologic 772 1.8 888 1.5 1.386 1.8

Other cause 4,453 10.2 5,4 92 8,284 10.5

Unknomcause 2,209 5.0 2,621 4.5 2.920 3.7

Mising caus 2,047 4.7 3.000 5.1 4,186 5.3

Tooal 43,841 1M0O 68,624 1W.0 79,102 1W.0

5055: Nbaaus Inets otf HeOW (NIH), Urshd Stba Red Data Sytst, USROS 19t9 ANed
Data Reprt( Ud: NIH. Apr. 1999); ed HCA.
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Medicare Conditions of Participation for
Dialysis Facilities

Number oa
etandarde

Condition of and
partIcIpatIon requirements De e..pilon
Compliance wth federal. 4 The facility and personnel empboyed by the facility must be licensed as required bystate, and oat laws and federal, state, or local laws. This includes compliance with atl public safety laws and
regulatlns requirements.
Governbng body and 70 The taciiliy must be under the contro ot an Identitiable body that adopts and enforcesmanagement mules and tegulations, Including operational rules and patient car. policies to safeguard

the health and safety of Indricluals.
Patient lng-term-care 20 A pmtessional, mutidlsciplunary health care team and the patient must deveop aprogram and patlent care written long-term-care plan to ensure each patient receives the appropriate type o0plan diulysls and care. Patient care plans, which hawsabort ti.,tme lines, must be

persnalized br, each patient to address their spacific medical. psychologicat, social.
and functional needs. Both plans are to be regularty reviewed and updated to respond
to changing patient needs.

Patients' rights and 12 Dialysis facilities must have written policies describing the rights of the patients In orderresponsibilities to ensure patients are fully informed about the services available, their medical
conditon, whether the facility reuses diatysls supplies, and whether the patient Is a
candidate for transplantatfon and home dialysis.

Medical records 21 Patient medical records must be maintained to document patlent assessments.
diagnosis. and treatment, and medical and nursing histories.

Physical environment 29 Dialysis servies are to be pmovided in a setting that la runctional. sanliary safe, and
comfonable for patients, staff, and the public.

Reuse of hemdllyzers 92 Facilitfes that reuse hemodialyze.r and other dialysfo supplies must fotow ustablihedand other dialysla protocols and standards to ensure patient and staff safety.
suppiles -. _
Affillation agreement or 4 Agreements between dialysfo facilities and inpatent dialysis centers must be In writingarrangement to ensure inpatlient care and other hospital services are pnmptly available to dlalysla

patients.
Director of renal dialysis 6 Dialysis treatments must be under the general supervision or a qualilied director, whofacility s responsaibe ror planning, organizing, conducing, and directing pronesieonal services.
Staff of a renal dialysis 6 Properly trained and qualified personnel must be present in adequate numbers to meetfacility or center the needs of patients, including needs arising In emergencies
Minimal sarvice 27 Dialysis facilities must pmnvide dialysis services as well as laboratory, social, andrequirements dietetic services needed to address ESRD patient needs.
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Appenfix IV

Comments From the Health Care Financing
Administration
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PURPOSE

To describe two promising approaches to hold dialysis facilities more fully accountable
for their quality of care.

BACKGROUND

Importance of External Quality Review

Case files, performance data, and marketplace realities underscore the importance of
external quality review for dialysis facilities. Case files reveal numerous instances of
poor care. In one instance we found that a patient received a drug overdose that resulted
in prolonged bleeding and subsequent hospitalization. Performance data collected from
dialysis facilities reveal that a substantial portion of patients do not achieve the outcomes
recommended by clinical practice guidelines. Similarly, scientific studies suggest
widespread variations in the quality of care patients receive. Of particular note is one that
revealed higher mortality rates at facilities providing lower doses of dialysis. Finally,
marketplace pressures triggered by growth, consolidation, competition, and concerns
about cost have caused service disruptions that can and have jeopardized patient care.

External Review Bodies

The Health Care Financing Administration (HCFA) relies upon two major entities to
conduct such external reviews: the End-Stage Renal Disease (ESRD) Networks
established under the Social Security Act and the State survey agencies. HCFA contracts
with the 18 Network organizations, which are governed primarily by renal professionals
associated with facilities in the Network's region, to perform multiple functions, mostly
oriented around collegial efforts to promote improvements in the quality of care, and to
respond to complaints lodged by patients, facility staff, or others. HCFA funds the State
agencies, typically within departments of public health, to perform a more regulatory
role: to conduct on-site Medicare certification surveys of facilities and to investigate
complaints, both in accordance with Medicare Conditions for Coverage for dialysis
facilities.

Our Companion Report

In our companion report, External Quality Review of Dialysis Facilities: A Callfor
Greater Accountability, we identified major shortcomings in the external quality review
system upon which HCFA relies. We indicated that it was overly collegial in nature, that
it reflected little collaboration between the Networks and the State agencies, and that in
many respects it lacked accountability. One of our major recommendations to HCFA was
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to hold dialysis facilities more fully accountable for the quality of care they provide. We
elaborated on steps that could be taken toward that end by (1) revising the Medicare
Conditions for Coverage, (2) using facility-specific performance measures both to help
facilities improve the quality of care and to ensure that they meet minimum standards,
(3) enhancing the role of Medicare certification surveys conducted by the State agencies,
and (4) facilitating the development of publicly accountable mechanisms for identifying
medical injuries.

This Report

During the course of our inquiry into the external review system, we learned of two
initiatives that are particularly instructive to how facilities can be held more fully
accountable. One was a State-initiated effort intended to revitalize the on-site survey
process through issuing tougher standards, conducting more frequent surveys, and
developing close collaboration between the State survey agency and the Network. The
other was a Network-initiated effort to develop facility-specific performance measures
and to apply them in ways that both foster improvement for all facilities and target
corrective interventions for poorly performing facilities. Because these initiatives are so
pertinent to our recommendations, we devote this report to describing them.

INITIATIVES

Initiative 1. Collaborative enforcement of more stringent State standards.

In 1995, in the aftermath of an outbreak of hepatitis B in a Houston dialysis facility, the
Texas legislature passed a law calling for the licensure of all dialysis facilities in the
State. This in itself was a step that many States had previously taken. What
distinguished the Texas action was that it involved developing more rigorous standards,
close collaboration of the Texas Network and the State survey agency, and additional
State funding.

Additional minimum standards. The Texas Department of Health (the State survey
agency), with input from the Texas Network's medical review board, established
minimum standards for facilities that exceed the Medicare Conditions for Coverage. The
standards call for facilities to report adverse events, maintain minimum staffing ratios,
and provide formal training to all technicians.

Required reporting on a set of performance measures. Texas licensure law requires
facilities to report annually on a set of clinical performance measures. The Network and
the State agency both review the performance measures.

More frequent on-site surveys. In the first year ofoperation (1996/97), the State
surveyed all 237 dialysis facilities in the State. In each of the subsequent two years, it has
surveyed about one-half of all facilities. By contrast, only about 17 percent of dialysis
facilities in the country received a Medicare survey in 1998.

Ear.l R.,lw: TV P-.romiWg Ap..h. 2 OEI-011-99-0051
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Ongoing and pervasive Network-State agency collaboration. The Network medical
review board serves as a source of clinical expertise that.contributes to the State agency's
enforcement efforts. It advises on how the State should address problems concerning
clinical outcomes that the surveyors come across during their site visits. It helps monitor
facilities put on corrective action plans by the State.

Initiative 2. Use of facility-specific performance measures

The Renal Network, covering Indiana, Kentucky, Ohio, and Illinois, uses facility-specific
performance data in a balanced fashion: to foster improvements in the overall level of
care as well as to identify poor performers for further review. This Network, which has
the largest number of patients of the 18 Networks, conducts this initiative without
additional Federal funds.

Electronic data system. The Network developed software to track patients and their
care. Facilities use the software to submit data electronically to the Network on multiple
clinical performance measures, throughout the year on all dialysis patients.

Facility-specific and physician-specific report cards. The Network disseminates
confidential, facility-specific performance reports three times a year to all facilities in its
region. The report compares the performance of an individual facility to its own past
performance as well as to its peers. .The Network also disseminates confidential
physician-specific reports three times a year to all physicians, which compares their
performance to their peers.

Targeted interventions of poor performers. The Network analyzes the facility-specific
performance data to identify particular facilities as well as corporate entities in need of
interventions.

CONCLUSION

Better collaboration between State survey agencies and Networks and better use of
facility-specific performance measures are two important paths to improve the oversight
of dialysis facilities. These two initiatives demonstrate what can be accomplished given
innovative leadership and adequate resources. In both cases, the Networks play central
roles promoting continuous quality improvement and enforcing minimum standards of
care. Although we did not evaluate the results achieved by each, we find both initiatives
to be promising enough in their conception and early implementation to warrant careful
consideration by other Networks and States, and by HCFA, as it seeks to develop
effective mechanisms for holding facilities more fully accountable for the quality of care
they provide.
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COMMENTS

Within the Department of Health and Human Services, we received comments firom
HCFA. We also solicited and received comments from the following external parties: the
Forum of End Stage Renal Disease Networks, the Association of Health Facility Survey
Agencies, and the American Association of Kidney Patients. We include the detailed text
of all these comments and our responses to them in the our report, External Quality
Review of Dialysis Facilities: A Callfor Greater Accountability (OEI-01-99-00050).
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PURPOSE

To describe two promising approaches to hold dialysis facilities more fully accountable
for their quality of care.

BACKGROUND

Importance of External Quality Review

About 3,200 dialysis facilities provide ongoing, life-sustaining dialysis treatments to
about 230,000 patients. Many of these patients are suffering from other complicated
diseases such as diabetes and hypertension, and nearly all of them are Medicare
beneficiaries. To foster improved care and minimize risks to patients, dialysis facilities
conduct their own internal monitoring efforts. External review provides a vital additional
safeguard.

Case files, performance data, and marketplace realities underscore the importance of
external review. Case files reveal numerous instances of poor care. In one instance we
found that a patient received a drug overdose that resulted in prolonged bleeding and
subsequent hospitalization. Performance data collected from dialysis facilities reveal that
a substantial portion of patients do not achieve the outcomes recommended by clinical
practice guidelines. Similarly, scientific studies suggest widespread variations in the
quality of care patients receive. Of particular note is one that revealed higher mortality

I rates at facilities providing lower doses of dialysis. Finally, marketplace pressures
triggered by growth, consolidation, competition, and concerns about cost have caused
service disruptions that can and have jeopardized patient care. (See our companion
report, External Quality Review ofDialysis Facilities: A Callfor Greater Accountability.)

HCFA's Oversight through Networks and State survey agencies

The Health Care Financing Administration (HCFA) is responsible for ensuring that all
beneficiaries who undergo dialysis treatment receive proper care in dialysis facilities.
HCFA contracts with two groups, the End-Stage Renal Disease (ESRD) Networks' and
the State survey agencies, to oversee the quality of care that dialysis facilities provide.
HCFA requires the Ig regional Networks to collect data from facilities, conduct annual
quality improvement projects, and evaluate and resolve complaints. HCFA contracts
with the State agencies, typically within departments of public health, to conduct on-site
Medicare certification surveys of facilities and to investigate complaints, both in
accordance with Medicare Conditions for Coverage for dialysis facilities.
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Medicare Coverage of ESRD

In 1972, Medicare began providing coverage to individuals with ESRD, or permanent
kidney failure, making it the only entitlement criteria for Medicare based solely on a
disease category.2 Medicare covers all treatment methods for patients: hernodialysis,
peritoneal dialysis, and renal transplants. Patients receiving hemodialysis, the most
common method, typically receive treatment in outpatient facilities three times a week.
Peritoneal patients typically perform daily treatments at home and rely on outpatient
facilities for ongoing support. (See Primer on Dialysis.)

Our Inquiry

In our companion report, External Quality Review of Dialysis Facilities: A Callfor
Greater Accountability, we identified major shortcomings in the external quality review
system that HCFA relies upon. We indicated that it was overly collegial in nature, that it
reflected little collaboration between the Networks and the State agencies, and that in
many respects it lacked accountability. One of our major recommendations to HCFA was
to hold dialysis facilities more fully accountable for the quality of care they provide. We
elaborated on steps that could be taken toward that end by (1) revising the Medicare
Conditions for Coverage, (2) using facility-specific performance measures both to help
facilities improve the quality of care and to ensure that they meet minimum standards, (3)
enhancing the role of Medicare certification survey conducted by the State agencies, and
(4) facilitating the development of publicly accountable mechanisms for identifying
medical injuries.

During the course of our inquiry into the external review system, we learned of two
initiatives that are particularly instructive to how facilities can be held more fully
accountable. One was a State-initiated effort intended to revitalize the on-site survey
process through issuing tougher standards, conducting more frequent surveys, and
developing close collaboration between the State survey agency and the Network. The
other was a Network-initiated effort to developfacility-specific performance measures
and to apply them in ways that both foster improvement for all facilities and target
corrective interventions for poorly performing facilities. Because these initiatives are so
pertinent to our recommendations, we devote this report to explain them further.

The promising approaches presented here appear to have wider applicability, although we
recognize that what works well in one part of the country may not necessarily work well
elsewhere. We also recognize that our highlighting of these two approaches does not
-necessarily mean that other important initiatives are not taking place. In fact, in our
companion report we reference a number of such initiatives.
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Our understanding of the two promising approaches addressed in this report draws on site
visits, interviews with State surveyors, Network staff, HCFA personnel, and renal
professionals, and a review of relevant documents.

We conducted this study in accordance with the Quality Standardsfor Inspections issued
by the President's Council on Integrity and Efficiency.
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TYPES OF TREATMENT

Dialysis is the process of removing toxins from the body by diffusion across a semipermeable membrane, thereby
compensating for kidney failure. There are two types of dialysis:

Hemodialysis. Removal of toxins directly from the patient's blood streab, requiring direct access to the
bloodstream. The patient's blood is cycled through an artificial kidney, an external machine, that removes
the toxins and excess fluids from the blood. The artificial kidney machine uses a semipermeable
membrane, called a hemodislyzer, to filter Out the toxins from the blood.

Peritoneal dialysis. Utilizes the patient's natural peritoneal membrane, located in the abdominal cavity, to
remove toxins and excess fluids.

COMMONLY USED PERFORMANCE MEASURES

Adequacy. Refers to the amount of toxins, such us urea and creatinine, removed from the body during dialysis.
U Urea reduction ratio (URR) and KtIV. Two measures used to measure adequacy in hemodialysis patients
based on the removal of urea. The URR isa function of the amount of urea removed during dialysis, as
determined by the pre- and post-dialysis blood urea nitrogen levels. The KtrV is function of the amount of
urea removed multiplied by the time on dialysis, divided by the volume of urea distribution, or approximately
the amount of water in the body. The National Kidney Foundation's Dialysis Outcomes Quality Initiative
(DOQI) practice guidelines recomnnend a KtrV of at least 1.2, or an average URR of at least 65 percent for the
minimum delivered dose of hemodialysis.

* Creatdilne clearance and Kt1V. Two measares used to measure adequacy in peritoneal patients. Creatie
clearance measures the removal of creatine and KtfVr measures the removal of urea DOQI recommends a
weekly dose of continuous ambulatory peritoneal dialysis of at least 2.0 per week and a creatine clearance of at
least 60Ltweekl .73 m'.

Anemia esanagemena. Anemia, or inadequate red blood cells, is a common concer= among dialysis patients.
Hemratocrit and hemoglobin. Two measures of the severity of anemia. Hemotocrit measures the ratio of red
blood cells to the plasma volume, and hemoglobin measures the amount of a specific protein in red blood cells
that carries oxygen. DOQI recommends a target range of 33 percent to 36 percent for hematocrit and between
It g/dL to 12 g/dL for hemoglobin.
Ferritln level and trausferrin saturation (TSAT). Two measures used to monitor the level of iron. Ferritin is
a measure of the level of iron stored within the body and TSAT is a measure of iron immediately available to
produce red blood cells. DOQI recommends a fersitin level of a 100 nglmL and a TSAT k20 percent

Vascular aecess. The point of direct access to the blood stream for hemodialysis. There are three types:
Catheter. A tube is placed in a blood vessel, primarily used for temporary access to the blood stream.
Native arterlovenous fistula. A patient's own artery and vein are joined surgically to allow arterial blood to
flow through a vein, usually placed in the forearm and takes several weeks to mature. DOQI guidelines
recommend that primary fistulas be placed in at least 50 percent of new patients.
Synthetic arteriovenous graft A synthetic blood vessel is used to surgically join the patient's artery and vein,
usually placed in the forearm and takes several weeks to mature.

Nutrition. Inadequate nutrition is a common concern among dialysis patients.
. Serum albumin level. A measure of the level of proteins in the blood.
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Initiative 1. Collaborative enforcement of more stringent State
standards.

Through its licensure program, the Texas Department of Health has increased its
regulatory presence by requiring facilities to meet standards that exceed Medicare's and
by enforcing them through frequent on-site surveys. The program has also established a
formal working relationship between the Department (the State survey agency) and the
End-Stage Renal Network of Texas, Inc. (Network #14). This collaboration is facilitated
in part by the fact that the Network covers only the State of Texas, whereas most other
Networks cover several States.

History of the Texas licensure program

The Texas initiative to license dialysis facilities grew out of concerns for patient safety
precipitated by several well- publicized events. In 1994, 14 patients contracted hepatitis
B in a Houston dialysis facility that failed to take the appropriate precautions to prevent
the spread of infectious diseases. As a result, the city of Houston's Health Department
alerted the State agency. Upon its investigation, the State found the facility out of
compliance with several Medicare Conditions for Coverage related to infection control
and it placed the facility on a 23-day Medicare termination track. Shortly thereafter
another complaint investigation at the same facility identified continuing problems with
infection control and the facility was placed on a second 23-day termination track. The
facility received no monetary or administrative penalty such as exclusion from the
Medicare program for the harm it caused patients. The lack of any substantiative
corrective action led concerns about the ability of the Federal oversight system to protect
patients from harm in dialysis facilities.

Thus, the State legislature in 1995 enacted a law requiring all dialysis facilities to be
licensed in order to operate in the State.

3
The legislation established a formal relationship

between the Department of Health and the Network's medical review board, which
comprises local renal professionals with clinical expertise as well as patient
* representatives.'

The State legislature established licensing fees for 250 dialysis facilities in the State.
Facilities pay an initial licensing fee of $2,000 and an annual licensing fee that ranges
from $1,500 -$2,500 depending on the number of dialysis treatments at the facility.
Licensure fees are not directly funneled to the program. Fees go into the State general
fimd and program funding is appropriated every two years. Recently, due to budget cuts
to the Department of Health as a whole, the future operations of the program may be
reduced.

5
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Texas standards for dialysis facilities

The Texas Department of Health, with input from the Network's medical review board
and the renal community, developed and implemented minimum standards for dialysis
facilities. The licensure standards are similar to the Medicare Conditions for Coverage
but also include additional standards. One of the more significant standards under Texas
licensure is the requirement for facilities to conduct their own internal quality assurance
programs led by the facility's governing body. This program must include data analysis
and implementation of-their own improvement plans. Other Texas standards that exceed
Medicare Conditions include annual reporting on a set of standardized performance
measures, required staffing ratios, required training of technicians, and specific
requirements for water treatment

Another important
licensure standard is the Table 1. Dialysis Facility Accident Reports
requirement to report
adverse events. Ocren 1996-997 1997-1998 || 1998-199
Facilities must report all , . . , ,1
events involving a Death 32 6L 28 6 |
patient death or Hospitdizaton 275 565 543
hospitalization,
conversions of staff or Conversions to tO patients patents
patients to hepatitis B+ hepatitis + Istaff- -
status, fire, or a natural Ftre I I Il * _ 3
disaster. These reports As of une 18, 1999
must be submitted 00 Staff found to be hepatitis B+ at hire
within 10 working days Source: 1999 ESRD Facility Annual Report, Texas Department of Health
to the Department of
Health. The State
surveyors review the reports and, if warranted, conduct a survey. Since the program
began, the greatest majority of adverse events reported have been those involving a
hospitalization. (See table 1.)

NetworkeState collaboration around on-site surveys

The Department of Health enforces its minimum standards for dialysis facilities primarily
through unannounced on-site surveys. With its additional funds from licensure fees,
Texas is able to conduct surveys more frequently than the national average. In the first
year of the program, the State surveyed all of its approximately 250 facilities.
Subsequently, the State has surveyed about half of all facilities annually.' By contrast in
1998, only 17 percent of existing facilities nationwide received a Medicare survey. (See
our companion study entitled External Quality Review of Dialysis Facilities: A Callfor
Greater Accountability.) Also due to additional funds, Texas has been able to maintain
surveyors that specialize in surveying dialysis facilities.
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A unique aspect of the Texas survey process is the involvement of the Network's medical

review board. When a surveyor identifies a facility problem that is related or potentially

related to negative patient
outcomes, it refers the
facility tothe medical Figure 1. Examples of survey deficiencies that led the State
facility to fr e to refer a facility to the Network's medical review board.
review board for review.
The medical review board Facility failure to:
reviews a short, blinded
narrative prepared by the assess patient status before beginning treatment
surveyor indicating the train and supervise dialysis technicians

surveyor ~~~~~~monitor patients during tressnent
reason for the referral, . provide adequate dialysis

comparative data on the provide effective treatment of anemia

facility's performance, and - ensure water is safe for dialysis

the facility's history. Based * provide a sanitary environment for dialysis

on its review, the medical . provide adequate infection control practces
review board makes . provide sufficient qualified staff

recommendations to the
State for the appropriate
corrective action plan the
State should impose. The State made 33 referrals to the Network in the first year of the

program, 11 in the second year, and 21 in the third year. (See figure 1.)

The State usually agrees with the Network's recommendations and informs the facility of

the corrective action(s) the State is requiring the facility to-take.
7

The State can require a

facility to develop and implement one of three levels of corrective action plans. A level

one corrective action plan involves little monitoring by the State and none by the

Network. Level two and level three plans involve more monitoring that can include the

appointment of an on-site monitor or manager, subject to the approval of the State and the

medical review board. In addition, the State can take enforcement actions against a

facility that range from fines to revoking licenses.

Once the State requires a facility to develop and implement a corrective action plan, the

medical review board continues to play an important role. The medical review board, at

the request of the facility, can provide important technical assistance on corrective action

plans. For more serious problems the medical review board and the State jointly monitor

the facility for up to 6 months. During this time, the medical review board and the State

review key facility documents, including policies, educational programs for staff, practice

audits, and quality improvement meetings.

If the State requires the facility to appoint a monitor, the medical review board and the

State receive regular updates directly from him or her. When the medical review board

determines that the facility has made sufficient progress towards correcting the problem,

it recommends to the State that the facility be released from its monitoring requirements.

The medical review board can also recommends follow-up surveys. The State reviews

the medical review board's recommendation and makes the final decision.
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Additional collaboration sometimes occurs in complaint investigations when the State
finds it needs some additional clinical expertise. The State may consult the Network
when it receives a complaint that requires the expertise of the medical review board such
as complaints involving questionable medical practice and patient behavior. The State
surveyors may consult with the Network staff or its medical review board prior to going
on-site and sometimes invite Network staff or medical review board members to assist on
the actual survey depending on the complexity of the issue. Once the surveyors perform
a complaint survey, the process is similar to the one described above for any survey
process. In addition, the Network can refer complaints to the State, which most other
Networks routinely do as well.

The renal professionals we interviewed in Texas felt that an increase in on-site surveys
and the collaboration between the State and the Network in monitoring facilities has
resulted in greater accountability of facilities. Surveyors and renal professionals agreed
the frequent surveys help enforce minimum standards. Surveyors also indicated that they
now have greater credibility when they are on-site because they are backed by the
Network's medical review board that has clinical expertise. As a result, the State
surveyors are able to more easily cite facilities for quality of care problems. Facility staff
also reported that surveys now are more valuable and substantive due to the new
standards.

Network-State collaboration around standardized performance measures

Another major aspect of the Texas licensure program involves the sharing of standardized
performance measures between the State and the Network - a practice that rarely occurs
in other States. Beginning in 1997, the State contracted with the Network to collect a
core set of performance measures on a sample of 30 patients at each facility from the last
quarter of 1996. Under its contract with the State, the Network collects data on the
adequacy of dialysis (urea reduction ratio and KtM), the management of anemia
(hematocrit level), and the rate of peritonitis episodes (a bacterial infection that
commonly afflicts patients undergoing peritoneal dialysis). The Network also collects on
its own patient demographic information and mortality data. Facilities report the data to
the Network either by filling out paper forms or by saving the data on a computer diskette
for electronic transmission. Most facilities use the paper method.

The Network uses the data it collects on behalf of the State to produce annual
facility-specific reports called Quality of Care Indicator Reports. These reports compare
a facility's performance to itself over time and to other facilities in the State on each
performance measure required by the State. In addition, national comparative data and
clinical guidelines are included where available. The Network uses the additional data it
collects on its own to produce annual facility-specific reports entitled, Facility Trends
and Profiles. These reports compare a facility's mortality rate and patient demographic
to other facilities in the State. The Network disseminates both reports to the individual
facilities and to the State. The facility-specific reports are not released to the public; the
data are protected under the licensure law. However, some aggregate information is

r.,... K -- T . ..... A - ,h. _,3
va.u.77vg



308

available to the public. The Network also uses the data to identify future quality
improvement activities.

Surveyors use both reports as they conduct surveys. Prior to going on site, surveyors
review a facility's reports to note areas that warrant further probing. While on site,

surveyors carefully walk through the reports with the head nursing staff and explain how
to interpret the information. Also, surveyors probe areas of poor performance. If a

facility cannot provide an adequate explanation for its poor performance, surveyors will
discuss possible improvement activities. Because licensure standards require facilities to

conduct their own quality assurance program, surveyors will cite a facility if they

determine that the facility was not making efforts to conduct its own internal monitoring
of the performance measures and take corrective action as needed.

Texas licensure also requires the Network's medical review board to review the
facility-specific reports annually and to refer poor performers to the State. To meet this

task, the medical review board developed criteria to identify facilities for a referral. For
1999, the medical review board used the following criteria: (1) any two indicators that
were one standard deviation below the State mean, (2) any one indicator that was two

standard deviations below the State mean, or (3) any statistically significant, high 3-year

aggregate standard mortality rate. Facilities referred by the Network receive a high
priority for a survey.' The Network referred 39 facilities in 1999, 31 facilities in 1998,
and 47 facilities in 1997.

Network staff and medical review board members stated that the data were helpful for

their quality improvement activities. Without a licensure law requiring facilities to report

and ensuring confidentiality, as well as providing additional funding, the Network felt it

would be difficult for them to collect and analyze facility-specific data of this scale.
Facility staff we spoke with found the facility-specific report helpful for internal quality

improvement activities. Facilities also reported that without the Network data many
would not have comparative information on their performance. The performance data
suggest that improvements have been made. The percent of patients receiving adequate
dialysis, as measured by a urea reduction ratio >65 percent, has increased from 77.5
percent in 1996 to 84 percent in 1997.9
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Initiative 2. Use of facility-specific performance measures.

The Renal Network, Inc. collects and uses facility-specific performance data involving all
patients at all facilities in its region. It uses these data in a balanced fashion: to foster
improvements in the overall level of care as well as to identify poor performers for fluther
review.

The Renal Network is a consolidation of two Networks. In 1996, HCFA awarded the
Tri-State Renal Netwrok (#9) covering the State of Indiana, Kentucky, and Ohiothe
contract for Network #10 covering the State of Illinois to become The Renal Network,
Inc. (#9/10). The Network covers over 390 facilities that serve an estimated 28,000
patients. Based on the number of patients undergoing treatment in the Network, it is the
largest of the 18 Networks. The Network has not received additional funds from HCFA
to perform this project

t

Collecting performance measures

The Network collects performance measures from facilities on all their patients. The
selected performance measures cover
the following treatment areas:
adequacy of dialysis, anemia Figure 2. Performance Measures Collected by
management, and nutrition. The The Renal Network
Network collects the measures at Por an hemodialy epatienis; for five months each
various times throughout the year year, the Network collects: urea reduction ratio,
depending on the measure itself and Kt/V, henatoecrit, ferritin levels, transferrin
the treatment modality of the patient. saniuation, and type of vascular access, serum
The Network also routinely collects albumin.
and updates patient demographic and For all peritoseal patients on six months each year,
medical history information, such as a the Network collects: Kt/V, serum creatinine,
patient's physician, type of vascular hemoglobin, ferritin levels, transfenrin saturation,
access, progress towards a transplant, blood pressure, and serum albumm.
and mortality. The Network's
patient-specific data provides greater birth, sex, race, date of first dialysis, primary
analytical possibilities. On facilities diagnosts, co-morbiditie, insurer, physician, type of
themselves, the Network collects key dialysis, transplant status, and mortality data
descriptive information such as
location, number of shifts, chain
affiliation, and names of key personnel. (See figure 2.)

To facilitate the collection of performance measures, the Network developed, and has
since revised, a software program for facilities to enter and electronically submit their
data to the Network on a computer diskette. The Network downloads the data from the
diskettes into its own database for analysis. This type of electronic submission greatly
reduces the costs and errors associated with data entry and allows for more timely
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analysis. The data are only about three months old when the Network feeds it back to
facilities.

Using performance measures to improve the quality of care

Facility-specific reports. Since 1996, the Network has created and disseminated
facility-specific performance reports to all facilities. Facilities receive their own
individual Clinical Performance Measures Feedback Report three times a year. (See
appendix A.) The Network's report is similar in format to HCFA's national reports on
the quality of care in dialysis facilities. However, HCFA's report makes comparisons of
performance measures at the Network level only and does not provide any information on
the performance of individual facilities." -In contrast the Network's reports compare an
individual facility to its own past performance and to other facilities in its region, State,
and Network on each performance measure. The Clinical Performance Measures
Feedback Report also contains -the number of patients, mean, and standard deviation for
each measure. In addition, the report contains a comparison of a facility's patient
demographics compared to the region, State, and Network to help address case mix
issues.

The facility's administrator, medical director, and all attending physicians receive a copy
of the report. The Network does not routinely share these reports with the State survey
agencies. However, some State surveyors review a facility's reports when on site. The
Network also does not share the facility-specific reports with the public. Instead, it
releases reports to the public presenting aggregate trends at the State and Network level.

Since 1991, the Network also has disseminated the Patient Demographic Report. This
annual report compares a facility's patient population to its State and Network and
provides an analysis of facility-specific mortality rates. These reports also are not
routinely shared with the State and are not disclosed to the public.

The Network's data suggest that the percentage of hemodialysis patients with adequate
dialysis, as measured by a urea reduction ratio of >65 percent, has increased from 71
percent in 4" quarter 1997 to 76 percent in 41 quarter 1998. Network data also suggest
that anemia management has improved as measured by higher patient hematocrit levels.
The percentage of hemodialysis patients with a hematocrit >31 percent has increased
from 72 to 79 percent over the same time period." The nurses and technicians we
interviewed indicated that the facility-specific reports are the most important activity the
Network performs. Without the Network data, nurses stated they would have no idea
how their facility's performance compared to others in the area. These reports were a
motivator for improvement, according to these nurses. The nurses also stated that the
benefits of having the reports outweighed the burden on the facility to report the data.

Physician-specific reports. The Renal Network is the only Network that provides
physician-specific reports. In 1997, the Network created a Physician Activity Sheet, that
compares the performance of individual physicians to their peers at the facility, State, and

En-.W rum. T-o P,.,,,g A"p..oo.h. 16 OE14I.9,oo051



311

Network level and to clinical guidelines on the performance measures collected by the
Network. (See appendix B.) The Network disseminates the physician reports three times
a year. Only individual physicians receive their report unless a physician group requests
to have an aggregate analysis of its physicians. Physicians are provided the opportunity
to verify the patients assigned to them.

The Network's analysis suggests that physician-specific reports have been influential in
improving the quality of care. A recent Network survey showed that 55 percent of
physicians use the reports for internal quality improvement activities and over 40 percent
review them as part of dialysis facility meetings and/or to assess their overall patient
population. Another Network analysis showed that even as the patient/physician ratio has
increased from 45.9 to 51.4 between 1997 and 1998, physician performance has
improved. Between 1997 and 1998 the percentage of patients with KtV 21.2 increased
from 77 percent to 80 percent and the percentage of patients with hematocrits 231

increased from 71 to 77. The Network concluded that these physician report cards have
helped fostered improvements by encouraging physicians to better follow clinical
guidelines."

Identifying topics for improvement activities. The Network also conducts additional
analyses of the performance measures to identify trends. This helps the Network choose
topic areas for future improvement activities that will have the greatest impact on
improving quality. The Network is flexible in the types of analyses it performs. It tries
to incorporate suggestions from the renal community as well as address timely issues. In
the past, the Network has conducted special analyses looking at the comparative
performance of facilities located in metropolitan regions as well as looking at the
comparative performance of facilities after new patients have been excluded.

Using performance measures to identify poor performers

Facility profiling tool to identify poor performers. In order to help identify poor
performers, the Network's medical review board is developing a new system that profiles
facilities based on their performance in several categories. The profiling tool uses the
following categories: complaints, data compliance, mortality, hospitalization, the use of
catheters, facility-specific core indicators, and participation in Network projects. Each
category captures a different method of evaluating the quality of care provided at the
facility. This tool is based on the notions that quality of care cannot always be captured
by one or even several performance measures, and a facility that provides poor clinical
care is probably performing poorly on administrative duties as well, which are easier to
measure.

A facility receives a hit for poor performance or non-compliance in each of the categories
based on the criteria determined by the medical review board. For example, if afacility's
urea reduction ratio is two standard deviations below the Network average, it would
receive one hit. Each hit is multiplied by a weight that is attributed based on its
correlation to the quality of care in the facility. For instance, a hit for a mortality rate is
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multiplied by greater weight than a hit for data compliance. The hit multiplied by the
weight equals the number of points the facility receives. The total sum of a facility's
points determines its overall score. In theory, the higher the score, the poorer the
performance of the facility.

The Network plots the final scores of all facilities and identifies facilities in the highest
decile. The Network performs a pattern analysis on the highest tenth decile to determine
any common factors that might help in conducting interventions, such as whether they are
all in the same metropolitan area. Once this analysis is complete, the Board determines
how to proceed with the poor performers. Interventions are specific to the problems and
facilities involved and can range from off-site assistance to on-site focused reviews.

The Network recently intervened with a facility identified through this profiling system.
In this instance, the Network convened an interdisciplinary team to conduct a formal site
visit of the facility using a protocol developed by the Network. Prior to going on site, the
group reviewed a sample of patient medical records. While on site, the team condutted
interviews of the nursing and technical staff, the facility administrator, the medical
director, and several patients. Based on its findings, the Network required the facility to
develop and implement an improvement plan, subject to the medical review board's
approval, and to submit monthly documentation of its progress. Since that time, the
Network has been on site to help the facility implement its plan and has seen signs of
improvement. The team plans to revisit the facility six months after its initial site visit to
verify its progress.

Comparative analysis to identify a corporate chain for intervention. Another method
the Network uses to identify poor performer is comparative analyses. The Network
reviews the comparative reports it sends to facilities and performs additional analyses as
necessary to identify facilities that are lagging behind. Recently, the Network analyzed
the comparative performance of facilities by chain affiliation. The analysis showed that
one of the three largest corporations in a metropolitan area was lagging significantly
behind the others on several performance measures. Due to resource constraints, it was
impossible for the Network to work with each individual facility; instead, it intervened at
the corporate level. The Network shared the data with the regional corporate leaders and
they agreed to convene their medical directors together for a formal session with the
Network. At this session, the Network presented its analysis and provided the medical
directors with information on how to improve the quality of care at their facilities. The
Network has since seen an improvement in the chain's performance. The Network
indicated to us that without the quantitative evidence it would have been difficult to get
the attention and subsequent support of the corporation for quality improvement
activities.
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Better collaboration between State survey agencies and Networks and better use of
facility-specific standardized performance data are two keys to improving the oversight of
dialysis facilities. In our companion report, External Quality Review of Dialyris
Facilities: A Callfor Greater Accountability, we set forth recommendations calling for
national reforms in these directions. In this report, we focused on two local initiatives
that provide models for such reforms and that wanrant careful consideration in that
context.

The Texas initiative occurred because the State legislature became concerned about the
adequacy of dialysis care after some highly publicized reports of poor care. The
legislature's interventions led to a significant change in the thrust of extemal oversight
conducted on dialysis facilities in the State. It shifted what was a highly collegial
approach to oversight to one that was more balanced between collegial and regulatory
approaches. It also brought clarity to the relationship between the Network and State by
establishing clear operational parameters. The infusion of State funds and the
establishment of new standards for facilities were all keys to its success.

The Renal Network's initiative occurred because its staff and board members sought,
with some sense of urgency, to use performance data to hold facilities more accountable
for their performance. By collecting a broad range of fadility-specific measures from 100
percent of the patients at those facilities, it set a foundation for using performance data as
a rigorous tool for oversight. It emphasized the use of such data to improve overall
professional care processes and outcomes, but also showed a readiness to use them to
target and correct poorly performing facilities. This effort also illustrates the potential
that such data can have in profiling the performance of individual physicians.

These two initiatives demonstrate what Networks and States can accomplish given
innovative leadership and adequate resources. In both cases, the Networks play central
roles promoting continuous quality improvement and enforcing minimum standards of
care. Although we did not evaluate the results achieved by each, we find both initiatives
to be promising enough in their conception and early implementation to warrant careful
consideration by other Networks and States, and by HCFA, as HCFA seeks to develop
effective mechanisms for holding facilities more fully accountable for the quality of care
they provide.
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An Excerpt from a Facility-Specific Report

The following are highlights of the information provided in The Renal Network's
Clinical Performance Measures Feedback Report for in-center hemodialysis patients for

4 h quarter 1998. The complete report also contains information on KtNV, hematocrit,
hemoglobin, Epoetin dosage, ferritin levels, transferrin saturation, and serum albumin.
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An Excerpt from a Physich

The following are highlights of the information
Physician Activty Report for in-center, hemodi
complete report also contains information on ur
saturation, and serum albumin.
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ENDNOTES

VA:RJANDI

1. The ESRD Networks, established in 1976, are HCFA's main contractors for monitoring
dialysis facilities. The main mission of the Networks as set out in the Statute is to ensure
"effective and efficient administration of the benefits" provided under the ESRD program.
Section 1881(c) of the Social Security Act.

2. In order to qualify, individuals must be fully insured under Social Security or be a dependent
of someone who is. In 1996, about 8 percent of individuals with ESRD who needed treatment
did not qiralify for Medicare coverage. U.S. House of Representatives, Committee on Ways and
Means, 1998 Green Book, (Washington, DC: Government Printing Office), 162.

3. Texas Health and Safety Code, Chapter 251, End-Stage Renal Disease Facilities. In 1996, the
department implemented the final rules and standards of the program; these were subsequently
revised in 1999.

4. Health Facility Licensing Division, Title 25 Texas Administrative Code, Chapter 117 End-
Stage Renal Disease Facilities Licensing Rules, effective April 11, 1999.

5. Due to current budget constraints, the Texas Department of Health reduced the number of
full-time surveyors. This reduction in staffwill likely have an impact on the frequency of
surveys.

6. In the first year, (9/1196 to 10/30/97) the State surveyed all 237 facilities. In the second year
(11/1/97 to 9/1198) the State conducted about 109 surveys and in the third year (9/1198 to 8/30/99)
the State conducted about 137 surveys.

7. The State and Network each maintain their independent authorities. If the State disagrees
with the medical review board's recommendation it can take its own course of action. Similarly,
the Network can require facilities under its own authority to develop and implement corrective
action plans if it disagrees with the State.

8. The current priority list for State surveys is as follows: (I) complaints, (2) initial surveys,
(3) expansions - facilities adding additional dialysis stations, (4) facilities referred to the
Network's medical review board the previous year, (5) referrals from the medical review board
based on the performance data, (6) facilities chosen by surveyors, and (7) routine resurveys -
facilities that have gone the longest without a survey.

9. 1998 Quality ofCare Indicators Report, Texas Department of Health ESRD Licensing
Program, July 1998, p 4.
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10. Under statute Networks are supposed to receive 50 cents per dialysis treatment in their
region to fund their activities. Social Security Act 1881(b).

11. HCFA does not collect a large enough sample to analyze the data at the facility level.

12. "Region" for this report is defined as a health service region.

13. The Renal Network's, Inc., 1998 Annual Report.

14. Emil P. Paganini et. al., "Physician Activity Reporting: Is it Worthwhile?" American Society
of Nephrology 1999 Program Abstracts On-linefrom 32nd Annual Meeting,
http://www.asn-online.coni/ accessed November 23, 1999.
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� I
PURPOSE

To assess external mechanisms the Health Care Financing Administration relies upon to
monitor the quality of care provided by dialysis facilities to Medicare beneficiaries with
end-stage renal disease.

BACKGROUND

Importance of External Quality Review

Case files, performance data, and marketplace realities underscore the importance of
external quality review of dialysis facilities. Case files reveal numerous instances of
poor care. In one instance, we found that a patient received a drug overdose that resulted
in prolonged bleeding and subsequent hospitalization. Performance data collected from
dialysis facilities reveal that a substantial portion of patients do not achieve the outcomes
recommended by clinical practice guidelines. Similarly, scientific studies suggest
variation in the quality of care patients receive. Of particular note is one that revealed
higher mortality rates at facilities providing lower doses of dialysis. Finally,
marketplace pressures triggered by growth, consolidation, competition, and concerns
about containing costs have caused service disruptions that can and have jeopardized
patient care.

External Review Bodies

The Health Care Financing Administration (HCFA) relies upon two major entities to
conduct external reviews of dialysis facilities: the End-Stage Renal Disease (ESRD)
Networks established under the Social Security Act and the State survey agencies.
HCFA contracts with the 18 Network organizations, which are governed primarily by
renal professionals associated with facilities in the Network's region, to perform
multiple functions, mostly oriented around collegial efforts to promote improvement in
the quality of care and to respond to complaints lodged by patients, staff, and others.
HCFA funds the State agencies, typically within departments of public health, to
perform a more regulatory role: to conduct Medicare certification surveys of facilities
and to investigate complaints, both in accordance with the Medicare Conditions for
Coverage for dialysis facilities.

This Inquiry

In our inquiry, we relied on a rich variety of data sources. We reviewed and analyzed
HCFA's database on State survey agencies; conducted a survey of all 18 Networks;
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visited 5 Networks; held extensive telephone discussions with representatives of another
8; reviewed the complaint logs of 9 Networks; observed a State survey of a dialysis
facility; interviewed staff at 5 State survey agencies; interviewed many stakeholders
representing national organizations; and reviewed Federal documents and pertinent
literature.

FINDINGS

The major strength of the external oversight system Is the use of standardized
performance measures to encourage Improvements In the quality of care.

HCFA-generated data show measurable improvements in clinical outcomes at the national
and regional levels.

Network quality improvement projects show improvements at the regional level and, in
some cases, at the facility level.

Yet, that system of oversight falls short In several respects.

Standardized performance measures are rarely used to hold individual facilities
accountable.

* HCFA does not require the collection of a core set of facility-specific clinical
performance measures.

* Without such a set, Networks and States have limited means of identifying poorly
performing facilities.

• A few Networks do collect facility-specific performance measures, but have limited
authority to use them to correct poor performance.

* Networks and State agencies rarely share facility-specific data with one another.

Facility-specific performance measures are not publicly disclosed.

The complaint systems serve as unreliable means for identifying and resolving
quality-of-care concerns.

* Both patients and staff tend to be reluctant to lodge complaints because of concerns
about the possible consequences for them.

* States and Networks conduct few investigations of complaints conceming the
quality of care. In 1998, State survey agencies conducted about 250 on-site
investigations; the Networks, about 35.
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* States and Networks rarely conduct joint complaint investigations or share

information on their own investigations.

Medicare certification surveys play a limited role in ensuring dialysis facilities meet

minimum standards.

* The elapsed time between Medicare certification surveys conducted by the State

survey agencies is increasing. In 1995, 20 percent of all facilities were not surveyed

within 3 years; by1998, that increased to 44 percent.

* Medicare Conditions for Coverage for dialysis facilities provide an inadequate

foundation for accountability.

* State survey agencies have difficulty maintaining the expertise of surveyors, largely

due to the infrequency of surveys.

Medical injuries are not systematically monitored. HCFA does not require the

Networks, the State agencies, or facilities to identify and analyze medical injuries

attributable to the care provided to the patient as opposed to the patient's underlying

condition.

HCFA does little to hold the Networks and State survey agencies accountable for
their effectiveness.

Minimal assessment of Networks' performance. Although HCFA receives regular

information from Networks, it provides little substantive evaluation and feedback to

them. HCFA does not hold Networks accountable for how facilities fare on performance

measures.

Minimal assessment of State survey agencies' performance. HCFA has few means to

evaluate the content or quality of the surveys the State agencies conduct on behalf of

Medicare. HCFA no longer validates surveys and rarely observes surveys in action.

Minimal public disclosure. HCFA, the Networks, and the States disclose little

information to the public on actions taken to protect dialysis patients.

RECOMMENDATIONS

Our review indicates that the external review system carried out on HCFA's behalf by

the Networks and the State agencies has major shortcomings. It is imbalanced, in that it

stresses improving overall quality more than enforcing minimum requirements that

protect patients from harm. It is fragmented, in that Networks and State agencies rarely

ccrn:dinatc their effonts. And it lacks sufficient accountability on the part of the

Ne2.vorks, the State agencies, and, most of all, the facilities.
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As HCFA provides leadership to address these shortcomings, we suggest that it (1) steer
external oversight of the quality of dialysis facilities so that it reflects a balance between
collegial and regulatory modes of oversight, and (2) foster greater collaboration between
the Networks and State survey agencies. Specifically, we offer the following
recommendations.

RECOMMENDATION 1. HCFA should hold Individual dialysis facilities more fully
accountable for the quality of care they provide.

Revise the Medicare Conditions for Coverage for dialysis facilities so that they serve as a
more effective foundation for accountability.

* Use facility-specific standardized performance measures to encourage facilities to
improve the quality of care and to help ensure facilities meet minimum standards.
Regularly issue reports incorporating comparative performance data and make them
available to the facilities, the Networks, the State agencies, and the public.

Strengthen the complaint system for dialysis patients and staff. Work with Networks and
State agencies to develop an integrated complaint system that incorporates the following
elements: accessibility, objectivity, investigative capacity, timeliness, responsiveness to
complainants, enforcement authority and follow-up, improvement orientation, and public
accountability.

Enhance the role of Medicare on-site certification surveys by determining an appropriate
minimum cycle for conducting the surveys and conduct pilot tests to determine the
potential of Network and State joint initial certification visits of dialysis facilities.

Facilitate the development of publicly accountable means for identifying serious medical
injuries and analyzing their causes. Work with the Networks to establish pilot projects.

RECOMMENDATION 2. HCFA should hold the Networks and State survey
agencies more fully accountable for their performance in overseeing the quality
of care provided by dialysis facilities.

* Issue policy guidance delineating the distinctive roles of the Networks and State survey
agencies and providing direction on how they should collaborate.

* Foster greater accountability of the Networks by developing a performance-based system
for evaluating them and by increasing public disclosure of information on them.

* Foster greater accountability of the State survey agencies by establishing better means for
assessing State surveys and by increasing public disclosure of information on the extent,
nature, and results of the surveys.
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COMMENTS ON THE DRAFT REPORT

We received written comments on the draft report from the Health Care Financing
Administration, the Forum of End Stage Renal Disease Networks (the Forum), the
Association of Health Facility Survey Agencies (AHFSA), and the American
Association of Kidney Patients (AAKP). Overall, the reports received wide support. In
the body of the report we summarize the major comments and offer our responses.
Based on the comment4, we changed one recommendation and made several technical
changes.

HCFA's Comments

HCFA largely agreed with our recommendations. In response, HCFA offered a detailed
action plan that addresses each of our recommendations. The plan demonstrates
HCFA's commitment to publicly releasing facility-specific performance data, revising
the complaint process, increasing on-site surveys, holding Networks more accountable
for performance of their facilities, and assessing the performance of State surveys
agencies. HCFA did take issue with our recommendation calling for Networks and State
agencies to conduct joint surveys for initial certification visits.

HCFA 's action plan is a positive step toward implementing our recommendations and
we urge HCFA to give it a high priority. In response to HCFA 's concern about joint
surveys, we changed our prior recommendation from one requiring such surveys to one
urging that they be conducted on a pilot basis.

External Organizations' Comments

The external organizations supported the majority of findings and recommendations but
also raised some concems. The Forum expressed concern that some of our
recommendations, especially the public release of facility-specific performance data,
threaten patient confidentiality and undermine the collegial nature of the Networks.
AHFSA expressed concern about the lack of funding for State survey agencies and
AAKP urged that funding for strengthening oversight not come at the cost of patient
activities.

We recognize patient confidentiality is critical, but we believe that mechanisms can be
devised to ensure patient confidentiality. We want to emphasize that the Networks
should not only take a collegial approach withfacilities. but also must be willing to take
more regulatory actions when warranted or to inform others, such as the State, that can

take such actions. Finally, we recognize the signifi cance of the concerns aboutfunding.
We address AHFSA concerns about thefundingfor State agencies by callingfor HCFA
to determine an appropriate minimum cyclefor conducting surveys and we underscore

AAKPs p o.:n thatfitndimgfor oversight activities should notijeopardizepatient care.
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PURPOSE

To assess external mechanisms the Health Care Financing Administration relies upon to

monitor the quality of care provided by dialysis facilities to Medicare beneficiaries with

end-stage renal disease.

BACKGROUND

About 3,200 dialysis facilities provide ongoing, life-sustaining dialysis treatments to

about 230,000 patients with end-stage renal disease, or permanent kidney failure. Many

of these patients are suffering from other complicated diseases such as diabetes and

hypertension, and nearly all of them are Medicare beneficiaries. To foster improved care

and minimize risks to patients, dialysis facilities conduct their own internal monitoring

efforts. External review provides an additional safeguard.

Extemal Review Bodies

The Health Care Financing Administration (HCFA) has the primary responsibility of

ensuring beneficiaries receive appropriate care in dialysis facilities. To carry out the

bulk of the oversight activities for dialysis facilities, HCFA relies upon two entities,
End-Stage Renal Disease (ESRD) Networks and State survey agencies.

ESRD Networks. The 18 regional Networks are HCFA's main contractors for

monitoring dialysis facilities, as they are the only entities created for and entirely

devoted to the ESRD program. Federal statute requires Networks to assure the

"effective and efficient administration of the benefits" provided under the ESRD
program.X Network staff, typically 7 to 10 people, work closely with their board
membership made up of local renal professionals. HCFA requires the Networks to

conduct at least one HCFA-approved quality improvement project a year, to collect

HCFA forms from facilities, and to resolve patient complaints. Networks also assist and

educate facilities on issues related to quality improvement.

State Survey Agencies. HCFA relies upon State survey agencies, typically within

departments of public health, to conduct Federal certification surveys and investigate
complaints, both in accordance with the Medicare Conditions for Coverage. The

Conditions for Coverage dictate the obligations of facilities under the Medicare program
and are used by State surveyors to certify facilities.! Some State agencies have

additional functions under their own State licensure program.'
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Extemal Quality Review Framework

We have identified four key elements that can be applied to any external quality review
system for health care facilities. This framework is meant to be used by purchasers, such
as Medicare, to ensure that dialysis facilities provide quality care, and by consumers,
such as ESRD beneficiaries, concerned about the quality of care they receive in their
facility. Each element in the framework provides a different perspective on the quality
of care. For a comprehensive and effective external quality review system, all
components need to beadequately addressed. Throughout our inquiry we relied on this
framework to assess the overall effectiveness of the external review system for dialysis
facilities.

Table . External Quality Review Framework for Dialysis Facilities

Element Description

Use of standardized Standardized performance measures allow purchasers, consumers, and overseers to
performance compare the performance of facilities or physicians. The comparison can examine a
measures single facility over time or one facility against another. Such measures can be used for

quality improvement activities and to enforce minimum standards.

Response to Complaints can come from patients, staff, and other interested parties. They can be of
complaints a particular instance of care or about broader matters conceming a faci.ity's

performance. The response to complaints can eange from an off-site follow-up to an
on-site investigation. The process can trigger corrective actions and system
improvements.

On-site On-site surveys can be either announced or unannounced. Surveyors observe the
surveys conditions of the facility and equipment and interview patients and staff. The process

_ can bigger corrective actions and system improvements.

Response to medical Medical injuries are adverse events attributable to medical management and unrehated
injuries to the patient's illness or underlying condition. The response to such events can range I

I from minimal to thorough and can trigger corrective actions and system improvements.

Medicare Coverage of ESRD

In 1972, Medicare began providing coverage to individuals with ESRD making it the
only entitlement criteria for Medicare based solely on a disease category.4 Medicare
covers all treatment methods for patients: hemodialysis, peritoneal dialysis, and renal
transplants. Patients receiving hemodiaslysis, the most common method, typically
receive treatment in outpatient facilities three times a week. Peritoneal patients typically
perform daily treatments at home and rely on outpatient facilities for ongoing support.
(See Primer on Dialysis.) Medicare covers dialysis services performed by hospital-
based and free-standing facilities. Hospital-based facilities are financially and
organizationally integrated with a hospital whereas free-standing facilities are not.'
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Our Inquiry

Our report focuses on the two main entities the Federal Government relies upon to
oversee dialysis facilities: the State survey agencies and the Networks. We did not
evaluate the activities of any one Network or State, rather, we assessed if the activities of
the Networks and States overall create an effective external review system for dialysis
facilities. Also, we did not evaluate the adequacy of the Medicare on-site survey
process. This report is one of two from our overall inquiry. Our companion report,
External Quality Review ofDialysis Facilities: Two Promising Approaches, presents
two innovative initiatives used to monitor facilities.

We surveyed all 18 Networks, reviewed their annual reports for 1997 and 1998, and
reviewed their responses to complainants for 1998. With eight Networks we held
telephone interviews and reviewed their complaint logs for 1998. We also visited an
additional five Networks. Over the course of these visits we spoke with patients,
Network staff, and renal professionals (e.g., administrators, nephrologists, social
workers, dieticians, nurses, and technicians.) We also analyzed data on the frequency of
Medicare surveys, interviewed staff at 5 State survey agencies, and observed a survey in
a dialysis facility.

Throughout our inquiry we interviewed HCFA personnel, including the project officers
for the Networks. We also spoke with several renal professional organizations and
patient advocacy groups. Finally, we conducted a review of scientific literature and
Federal documents. (See appendix A.)

In the next section, we provide a brief overview underscoring why external quality
review is so important as a patient protection mechanism. Then we present our findings
and recommendations.

We conducted this study in accordance with the Quality Standards for Inspections
issued by the President's Council on Integrity and Efficiency.
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TYPES OF TREATMENT

Dialysis is the process of removing toxins from the body by diffusion across a semipermeable membrane, thereby
compensating for kidney failure. There are two types of dialysis:

Hemodlalysis Removal of toxins directly from the patient's blood stream, requiring direct access to thebloodstream. The patient's blood is cycled through an artificial kidney, an external machine, that removes
the toxins and excess fluids from the blood. The artificial kidney machine uses a semipermeable
membrane, called a hemodialyzer, to filter out the toxins from the blood.

Peritoneal dialysis. Utilizes the patient's natural peritoneal membrane, located in the abdominal cavity,
to remove toxins and excess fluids.

COMMONLY USED PERFORMANCE MEASURES
Adequacy. Refers to the amount of toxins, such as urea and creatinine, removed from the body during dialysis.
• Urea reduction ratio (URR) and Kt/V. Two measures used to measure adequacy in hemodialysis patients

based on the removal of urea. The URR is a function of the amount of urea removed during dialysis, as
determined by the pre- and post-dialysis blood urea nitrogen levels. The Kt/V is a function of the amount of
urea removed multiplied by the time on dialysis, divided by the volume of urea distribution, or approximately
the amount of water in the body. The National Kidney Foundation's Dialysis Outcomes Quality Initiative
(DOQI) practice guidelines recomm end a KtrV of at least 1.2, or an average URR of at least 65 percent for the
minimum delivered dose of hemodialysis.

* Creatinine clearance and Kt(V_. Two measures used to measure edequacy in peritoneal patients. Creatine
clearance measures the removal of creatine and Kt(,V_ measures the removal of urea. DOQI recommends a
weekly dose of continuous ambulatory peritoneal dialysis of at least 2.0 per week and a creatine clearance of at
least 60Uwecek/1.73 in.

Anemia management Anemia, or inadequate red blood cells, is a common concern among dialysis patients.
* Hematocrit and hemoglobin. Two measures of the severity of anemia. Hematocrit measures the ratio of red

blood cells to the plasma volume, and hemoglobin measures the amount of a specific protein in red blood ceUs
that carries oxygen. DOQI recommends a target range of 33 percent to 36 percent for hematocrit and between
II g/dL to 12 g/dL for hemoglobin.

* Ferriltn level and transferrin saturation (TSAT). Two measures used to monitor the level of iron. Ferritin
is a measure of the level of iron stored within the body and TSAT is a measure of iron immediately available to
produce red blood cls. DOQI recommends a ferritin level of 2100 ng/mL and a TSAT 20 percent

Vascular access. The point of direct aces to the blood stream for hemodialysis. There arethree types:
Catheter. A tube is placed in a blood vessel, primarily used for temporary access to the blood stream.
Native arteriavenaus fistula. A patient's own artery and vein are joined surgically to allow arterial blood to
flow through a vein, usually placed in the forearm and takes several weeks to mature. DOQI guidelines
recommend that primary fistulas be placed in at least 50 percent of new patients.
Syntieeic arterlovenous graft A synthetic blood vessel is moed to surgically join the patient's artery and vein,
usually placed in the forearm and takes several weeks to mature.

Nutrition. Inadequate nutrition is a common concera among dialysis patients.
S u rum albuminlevet. A measure of the lev of protei insin the blood.
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Many dialysis facilities and corporations conduct their own internal quality monitoring
and improvement projects. However, in order to protect patient safety, it is essential that
-an external oversight system exists to provide objectivity and public accountability that

internal quality reviews lack. Below we present four key factors that underscore the
need for external oversight in dialysis facilities.

Instances of Poor Care

Although dialysis treatment and patient outcomes have improved since the ESRD
program began, much can and has gone wrong in facilities. Several well-publicized

events in the media and in letters from patient advocates have documented cases of
patient harm and have questioned the systems in place to protect patients.' In the course
of our review of documents we came across several examples where patients were put at
risk due to inappropriate treatment In our review of documents from the States and
Networks we leamed of cases where a patient received another patient's hemodialyzer,
putting him at risk for blood-bome diseases; a patient in cardiac arrest was put at risk as

facility staff searched for a misplaced code cart; a patient was exposed to a toxic
disinfectant through his bloodstream when hooked up to a reused hemodialyzer that had
not been rinsed properly;' a patient received a drug overdose that resulted in prolonged
bleeding and subsequent hospitalization, several patients received blood transfusions
when a facility ran out of the appropriate medicine to treat anemia; and a patient's
infected catheter was not removed in time, causing the patient to die of infection.

Vulnerable Patient Population

Dialysis patients are a vulnerable patient population that is growing. Many dialysis
patients are elderly and suffering from other complicated illnesses such as diabetes and
hypertensioti Overall, the ESRD population is growing at a rate of 7 percent a year arid
for some of the more vulnerable types of patients, the growth rate is even higher.'

m More

importantly, dialysis patients depend on regular dialysis treatments for survival. In the

words of one physician, dialysis is "intermittent, ambulatory life support."

Variation In the Quality of Care

HCFA's data indicate that a significant portion of dialysis patients fail to meet clinical
practice guidelines developed by the National Kidney Foundation Dialysis Outcomes
Quality Initiative. For the last quarter of 1998, 20 percent of a national sample of
hemodialysis patients did not meet the guidelines' recommendation for the minimum
dose of dialysis as measured by the Kt1V ratio.' For the same period, 41 percent of
hemodialysis patients failed to achieve a hemoglobin level that met or exceeded the
target range recommended by the guidelines.'

0

11IEote.-I RP-1- A CAlT for Craser Al...bIllry OE1-0 -99-0050



330

Scientific literature also suggests variation in the quality of care dialysis patients receive.
Several studies have shown that mortality rates vary significantly among facilities, even
after adjusting for patient characteristics such as age and diabetes." Other studies have
shown variation at the patient and facility level in the delivered dose of dialysis.'

2 One
recent study found that higher mortality rates at facilities were associated with lower
delivered doses of dialysis, after adjusting for patient characteristics. '

3
This same study

also found that free-standing facilities, as opposed to hospital-based facilities, and lower
amounts of physician supervision were associated with increased mortality rates.
Another study found that patients treated in for-profit versus non-profit facilities had a
20 percent higher mortality rate and 26 percent lower rate of enrollment on a waiting list
for a kidney transplant. 1" The investigators of this study concluded, "Greater oversight
or competing incentives to improve quality may be necessary to ensure that cost
containment is not so extensive that it affects patient outcomes adversely.""

Marketplace Pressures

The dialysis industry has grown significantly in recent years. The number of dialysis
patients grew from about 160,000 in 1992 to 230,000 in 1997, the number of dialysis
facilities increased from about 2,000 to over 3,000- averaging about 200 new facilities
each year.'6 Most of this increase in facilities occurred among free-standing as opposed
to the more traditional hospital-based facilities that receive an additional layer of
oversight as part of the hospital. About 78 percent of dialysis patients receive treatment
in free-standing facilities.'

7
Moreover, through a series of mergers and acquisitions,

there has been increased consolidation in the ownership of'the facilities. About 54
percent of dialysis patients receive treatment in facilities owned by one of three multi-
national for-profit corporations."

Along with growth and consolidation, the dialysis treatment environment is
characterized by at least three other increasingly prominent forces: (1) increased
competition for patients, (2) heightened concerns to contain costs," and (3) increased
difficulty in finding and retaining experienced nurses and technicians in an increasingly
competitive marketplace. Individually and cumulatively, these forces have caused
service disruptions that can and have jeopardized patient care.
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The major strength of the external oversight system is the use of
standardized performance measures to encourage improvements In
the quality of care.

HCFA's performance data show Improvements.

HCFA's Clinical Performance Measures Project collects a set of performance measures
annually on a national sample of dialysis patients'n HCFA disseminates data to
facilities that show national trends and Network variation. These data can serve as a
stimulus for facilities to examine their own performance and to assess how it can be
improved. The data show consistent improvements nationwide in patient outcomes
since the project began in 1994. The percentage of patients achieving a mean urea
reduction ratio 265 percent has increased from 43 percent in 1993 to 74 percent in 1998.
Similarly, the percentage of patients achieving a mean hematocrit >30 percent has
increased from 46 percent in 1993 to 83 percent in 1998.2' Even though these data are
not facility-specific, Networks have drawn on these performance data to assess the
overall performance of facilities in their region and to identify topics for regional quality
improvement activities.

Networks' performance data also show Improvements.

Networks through quality improvement projects and ongoing initiatives, collect
performance data from facilities to help stimulate improvements. For example, one
Network quality improvement project resulted in a 20 percent increase in the number of
patients receiving the hepatitis B vaccine.22 Another Network project helped decrease
the percentage of patients with inadequate peritoneal dialysis from 31 percent to 20
percent." Several Networks have shown similar improvements by collecting and
disseminating regularly a set of facility-specific measures; one Network even
disseminates physician-specific reports.24

Yet, the current system of oversight falls short in several respects.

Standardized performance data are rarely used to hold Individual facilities
accountable.

No requirement to collect a core set of facility-specific performance measures.
Several entities, including HCFA, collect facility-specific performance data. (See
appendix B.) However, these measures are housed across several databases, collected
using different methodologies, and designed for different purposes. Networks have
some access to these measures. States have almost no access. HCFA has not
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established a facility-specific core data set that all facilities must report to one central
location directly under HCFA's control. The closest that HCFA has come is the Clinical
Performance Measures Project, but it is not facility-specific. On their own a few
Networks collect facility-specific data, but this effort is limited to the facilities in their
region.

The two main barriers reported by Networks to collecting facility-specific data are
limited resources and no HCFA requirement. Networks are funded through statute.
Statute requires that 50 cents of the composite rate facilities receive for each treatment
goes towards the Networks.

25
Networks are not appropriated funds. Many Networks

may not have the resources to collect and analyze additional data. Also, without a
HCFA requirement, Networks do not think facilities will submit facility-specific data
regularly.

Difficulty Identifying poor performers. Without a national facility-specific core data
set, most Networks and States are left with limited means of assessing the performance
of individual facilities within their regions. in the few instances where Networks collect
their own set of facility-specific data, they are left without comparable national data.
Facility-specific data are necessary to identify facilities that are well below the regional
mean or the accepted standard of care. Few Networks take full advantage of existing
facility-specific data that they have access to and few Networks have a formal process
for identifying outliers. HCFA does not require Networks to establish quantitative
criteria to identify poor performers using existing facility-specific data. Networks
complain that existing facility-specific data are limited, because they are too old,
inaccurate, and not designed for performance assessment.

Limited Network authority to correct poor performers. Networks lack the authority
to impose sanctions directly on facilities. In the cases where facilities are not
cooperative or fail to make improvements, Networks must rely on either HCFA or the
State survey agencies to take enforcement actions. Networks either can recommend to
HCFA that it sanction a facility, or Networks can recommend to a State survey agency
that it conduct a review of a facility. However, we foimd that some Networks are
reluctant to make recommendations to HCFA or the State survey agencies for several
reasons.3 First, problems identified by the Networks may not fall directly under the
Conditions for Coverage that HCFA and the States must rely upon when sanctioning a
facility. Second, HCFA and the States are limited in the types of enforcement actions
they can take." Finally, Networks reported cases where HCFA and the States did not
adequately follow-up with the Networks recommendations, leaving some Networks to
conclude that referrals are futile."

Instead Networks typically seek to work with the facility collegially to correct the
problem. Such efforts are likely to involve a meeting with key staff to discuss the
facility's performance data and brainstorm about potential causes and solutions. In some
cases, the Network will ask a facility to prepare a corrective action plan and will then
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monitor adherence to that plan. Networks reported that, in most instances, this approach
is successful.

Little sharing of data between Networks and State survey ageneies. The Networks,
as we noted, tend to have little facility-specific data to share. But even in cases where
they have such data, they are not inclined to share it with the State agencies. In response
to our survey of Networks, only 3 of the 18 reported that they routinely share facility-
specific data with the States.

We identified two major barriers to Networks sharing data with the States. First,
Networks fall under confidentiality laws that exempt them from Federal disclosure
laws." As such, Networks are reluctant to share data with the States because of
concerns about eventual public disclosure. Second, Networks are concerned about the
States using the data to take punitive actions. Networks officials fear that if the data are
used in this way they will undermine their quality improvement efforts and their tusting
relationships with facilities.

With respect to State agencies, information they collect as a result of their surveys of
dialysis facilities could be useful to the Networks. But, even though much of this is
public information, it does not tend to be shared with the Networks on a regular or
timely basis.

Minimal public disclosure. Currently, neither HCFA nor the Networks make any
facility-specific performance measures readily available to the public. HCFA does
disclose facility-specific cost reports on its website, but this information requires some
manipulation before it can provide useful performance data.30 Networks, as we have
previously mentioned, are exempt from public disclosure by statute. HCFA and others
do disclose to the public data aggregated at the Network and national level, and in some
cases, at the State level. Networks are especially reluctant to release facility-specific
data to the public for fear of misinterpretation and of undermining internal quality
improvement efforts. Most States will disclose survey results upon request.

The complaint systems serve as unreliable means for Identifying and resolving
quality-of-care concerns.

Throughout this report we use the term complaints generically to include concerns
brought forth by patients, staff, or other individuals.

Barriers to lodging complaints. Two basic barriers inhibit patient complaints about the
quality of care. First, dialysis patients find it difficult to complain about an individual or
facility providing treatment that their lives depend upon. Network officials, other renal
professionals, and patient representatives stressed that fear of retribution deters patients
from complaining. The second major barrier is limited patient information and
understanding about the technical aspects of their care. For example, a previous Office
of Inspector General study found that although 73 percent of all patients reported
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knowing there was a recommended level of adequate dialysis, only 36 percent could
correctly identify the urea reduction ratio or the Kt(V as the test used to measure
adequacy.

3
'

In many respects, the staff in dialysis facilities are in the best position to lodge
complaints about continuing problems with the quality of care in a facility. But as we
were often reminded, staff also face significant deterrents to lodging complaints; such
actions could put their jobs at risk and brand them as a trouble-makers, thereby
jeopardizing future employment in the field.

Network officials are aware of and often sympathetic to these barriers. But, in general,
their policies and practices make the barriers even more imposing. First, they tend to
discourage confidential complaints by stopping investigations short if complainants are
unwilling to allow their name to be disclosed to the facility in question. Networks
reported that it is difficult for them to investigate complaints fully without disclosing the
complainants name to the facility. (Neither Networks nor States will release a
complainant's name without consent.) Second, about half of the Networks require
grievances to be in writing, before they take any action, unless it involves a life-
threatening situation even though HCFA policy states that it is not necessary."2 Finally,
Networks, and even more so the States, conduct little outreach to inform, let alone
encourage, patients or staff to use the complaint system. The information that the
Networks provide tends to be limited to posters sent to facilities and information packets
sent to new patients. We found little evidence that Networks or States convey to patients
that the complaint system is an important safeguard.

Limited investigations. HCFA looks to the State survey agencies to investigate
complaints that involve life-threatening situations or possible violations of the Medicare
Conditions for Coverage. The States conduct investigations on site that focus on the
specific Medicare Conditions for which compliance is in question. If State surveyors
believe it is warnanted, they can extend the complaint investigation into a complete
Medicare certification survey. Although HCFA has established complaints
investigations as a top priority for States, the number of complaint investigations States
conduct each year is minimal.3 3 In 1997 and 1998, when about 230,000 dialysis patients
received treatment under the auspices of about 3,200 dialysis facilities, we found that the
States conducted only about 260 complaint investigations each year.

HCFA looks to the Networks to play a broader and a more front-line role in responding
to complaints. Networks receive complaints covering a wide range of issues related to
patient care and sometimes refer complaints to the States involving life-threatening
situations or possible violations of the Medicare Conditions.3 States also receive
complaints directly.

Little national information is available on how many and what kind of complaints the
Networks handle." In an effort to gain some understanding of Network complaints, we
conducted our own analysis of nine Network complaint logs for 1998. We found that
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these nine Networks combined received over 700 complaints. However, the majority of
these complaints did not involve quality-of-care concerns. About 45 percent were
actually requests for information and 13 percent involved concerns expressed (typically
by staff) about disruptive patients. Of all the complaints, 25 percent concerned service
quality (e.g. temperature of fucility, waiting times, friendliness of the staff and 15
percent technical quality (e.g., clinical care, adequacy of equipment).36

In response to our survey, the 18 Networks reported that they investigated 170
complaints in 1998, only 34 of which involved a site visit Most Networks encompass
many States and have limited resources for in-depth complaint investigations. Network
investigations, in accord with HCFA instructions, typically facilitate quick resolution
between the complainant and the facilities. Networks address most problems by
working collegially with facilities. We also found that Networks rarely conduct (or have
the resources to conduct) patternanalyses to identify trends in complaints with the intent
of identifying and correcting systematic problems.

Fragmented process for responding to complaints. Working single-handedly, neither
the States nor the Networks can tap the full potential of a complaint system that
effectively addresses quality-of-care concerns. Through their board membership,
Networks have important clinical expertise in nephrology that gives them substantial
ability to assess and follow up complaints regarding the adequacy of the clinical care
being provided. But the Networks have little authority to enforce corrective actions.
The States, on the other hand, have enforcement authority for violations pf the Medicare
Conditions for Coverage, but tend to lack the clinical expertise concerning renal care.
Little coordination occurs between States and Network. The Networks do refer to the
State agencies complaints which concern the Medicare Conditions. We found that in
1998 each Network referred, on average, three complaints to the States. But, the
Networks report that the State agencies do not routinely inform them of the results of
complaint investigations or even whether they conducted an investigation. Similarly,
Networks themselves do not tend to be any more forthcoming in informing the States of
their own investigations. In the same vein, Networks and State agencies seldom
undertake combined investigations in response to complaints about the quality of care.'

Medicare certification surveys play a limited role In ensuring facilities meet
minimum standards.

HCFA relies solely upon the State survey agencies to conduct on-site certification
surveys to ensure a facility's compliance with the Medicare Conditions for Coverage.3'
States conduct an initial survey of all newly established facilities to ensure that they
meet minimum standards. Thereafter, States conduct recertification surveys to ensure
ongoing compliance. Both surveys, particulary the recertification surveys, provide an
opportunity to examine the actual day-to-day practices of the facility. Some of the major
components of a dialysis facility survey include: examining the reuse of hemodialyzers
and water treatment areas, interviewing patients and staff observing personnel, and
reviewing patient medical records and personnel files.
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The elapsed time between Medicare surveys is increasing. In 1995, 20 percent of
ESRD facilities had not been
surveyed in the past three years.

3
9 Fiats 1 Orowtl Is UeireCrSlcauCO Survey Backlog

By the end of 1998, that number Percentof ESRD Focarms Not Surveyed I 3.4. 5 Yearn

had grown substantially to 44 50%
percent of facilities not receiving 4

a survey in the past three years.
(See figure 2.) Ten percent of 40% -

facilities had not been surveyed in
6 years or more by the end of
1998. The average elapsed time 30% -

between surveys had doubled
between 1994 and 1998, from
once every 1.7 years in to once 20% -

every 3.4 yearsat In fact, during iaV
1998, States surveyed only 17 11
percent offacilities. This is a 10% - %
dramatic decrease compared to i%
1993 when over 50 percent of
facilities received a survey."% 0%

1595 1958 1997 1I99

A major reason for the decline in ovr a ye. over4yare
ESRD surveys is competing * o yan 0oure:CA a
budget demands.' Nursing ml 5 yarn Sourc: HCFA's OSCAR data

homes and home health agencies
both have mandatory survey cycles established by Congress.'3 As a result, nursing
homes and home health agencies receive funding priority over ESRD facilities, which
lack such a mandate. In addition, ESRD facilities are included under the category of
non-long term care providers, which also includes non-accredited hospitals, psychiatric
hospitals, ambulatory surgical centers, and hospices. All of these providers compete for
the same pool of resources allocated by HCFA. Currently, non-long term care facilities
appear tenth on a list of 12 HCFA workload priorities for State agencies. M

4

Medicare Conditions for Coverage for dialysis facilities provide an inadequate
foundation for accountability. Established in 1976, the Conditions fail to reflect major
changes in the delivery of dialysis services, in the organizational auspices of dialysis
facilities, and in the concepts of quality oversight and quality improvement. During our
inquiry, the following emerged as particularly notable shortcomings:

The facility governing body is insufficiently accountable for the quality of care
facilities provide. The Conditions do not explicitly hold the governing body
accountable for overall patient care and outcomes.4" In practice, responsibility is
often diffused among administrators and distant parent corporations. At times, this
makes it difficult for the Networks and State survey agencies to get timely
information and sustained attention to corrective actions.
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* The medical director has limited authority and as such is Inadequately
accountablefor the quality of care Medical directors and Network officials often
stressed to us that medical directors tend to exert little influence over the day-to-day
care offered in dialysis facilities and have little authority to do so. They are
particularly frustrated when attending nephrologists do not engage in quality
improvement efforts or address situations where medical directors thought patients
were receiving inadequate care. These are serious limitations addressed only
indirectly in the existing Medicare Conditions.'

Facilihes are not requIred to report electronIcally on standardizedperformance
measures determined by HCFA The limited capacity of some facilities to provide
electronic submission of data has inhibited Network initiatives to collect fadclity-
specific data. Under HCFA's plans for collecting and using clinical performance.
data in the years ahead, it will be essential for facilities to meet standard
specifications for electronic reporting.

Facilities are not required to conduct their own quality bmprovenentprogram.
The Medicare Conditions only require facilities to monitor specific events and do
not explicitly require facilities to continually improve care and/or to identify trends
in care. Without such a mandate, and in facility settings where the pressures of
providing adequate day-to-day care are considerable, it is often difficult to devote
much attention to deliberative efforts that would identify improvement needs, to
collect and analyze data concerning those needs, and then to determine and monitor
changes in facility practices.

* Facilities are not required to monitorpadent satisfaction. Patient satisfaction is
an important, often overlooked dimension of quality. The Medicare Conditions do
not require facilities to routinely monitor patient satisfaction. Some Networks have
taken the initiative to develop and encourage the use of patient satisfaction surveys.
Similarly some dialysis facilities and corporations have developed patient
satisfaction surveys.

State survey agencies have difficultly maintaining the expertise of surveyors.
Facility, Network, and State agency staff view the Medicare surveys as an important part
of external oversight. However, they raise concerns about the skills of the surveyors.
They stressed that dialysis surveys are highly technical, requiring knowledge not only of
water treatment processes but also of the complexities of dialysis treatment. As dialysis
surveys become less frequent, surveyors are increasingly hard pressed to maintain their
familiarity with dialysis facilities, let alone keep pace with technological advances.

HCFA does require all surveyors to attend a basic training course specific to dialysis
facilities before they can conduct dialysis surveys.47

HCFA also provides advanced
training courses regularly." However, lessons learned in these courses may be forgotten
if surveyors do not have the opportunity to use these skills regularly.

R.,i A Cas mr Gr-Gtr A-r,,,.thilily 19 OE:-014-9-0004ext-rf



338

Medical injuries are not systematically monitored.

Medical injuries are attributable to the care provided to the patient, not to the patient's
underlying conditions. Such injuries can happen even in the best of health care
facilities.4' Some dialysis corporations may have internal systems for addressing
medical injuries, but, if they do, little is known about their scope and effectiveness.
Some States have adverse event reporting requirements, but they appear to be of little
overall consequence to dialysis facilities.'° Facilities that are associated with hospitals
accredited by the JointCommission for Accreditation of Healthcare Organizations are
subject to the Commission's "Sentinel Event" program for reporting adverse events, but

as we have shown in a prior report, this system is still in an early stage of development."
HCFA lacks any requirement that facilities establish their own, internal systems for
identifying and analyzing adverse events or that they report such events to Networks or
States.n

HCFA Does Little to Hold Networks and State Survey Agencies
Accountable for Their Effectiveness.

Minimal assessment of Networks' performance.

Project officers in four regional offices are HCFA's main operational contacts with the
Networks. These project officers receive considerable information from the Networks.
They get regular updates on the quality improvement projepts that Networks are
mandated to conduct They conduct periodic site visits, receive quarterly reports
providing detailed updates on the Networks' activities, and receive annual reports with a
comprehensive summary of the year's activities.

However, this regular flow of information results in little substantive evaluation and
feedback on the effectiveness of the Networks. How effective are the Networks in using
standardized performance data to foster overall improvement across facilities and, in
particular, in poorly performing facilities? How successful are they in operating a
complaint system .that is accessible, fair, and responsive to complainants? We found few
signs of probing, independent assessments of these and other such basic questions. Nor
does HCFA call for the Networks themselves to address such evaluative questions in
more than a passing way.

HCFA's most formal mechanism for evaluating the Networks is the year-end evaluation
questionnaire that the project officers complete and send to the central office. This is a
three-page form that poses 13 performance-related questions, and in each case, calls for
the project officer to indicate "satisfactory," "unsatisfactory," or "comments attached." 53

In our review of the completed questionnaires for all 18 Networks in 1998, we found
that in the total inventory of 234 questions, all but 2 were checked satisfactory.'4
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Further HCFA does not hold the Networks accountable for how the facilities in their
regions fare on HCFA's Clinical Performance Measures Project. There ae notable
differences from Network to Network. For example, across al 18 Network regions, the
percentage of hemodialysis patients with a KtNV 21.2 ranged from 74 percent to 87
percent for the last quarter of 1998. Similarly, the percentage of hemodialysis patients
with hemoglobin levels >10 gm/dL ranged from 72 to 85 percent among the Networks.!
In this context, it is important to note that HCFA gives the Networks little discretion to
undertake a range of quality improvement activities targeted to the distinctive needs of
their region. Instead, HCFA requires them to conduct formal quality improvement
projects that can take years to complete and that must follow a prescribed format

Minimal assessment of State survey agencies' performance.

HCFA's assessment of the performance of the State survey agencies is even less
exacting than that for the Networks. In the past, HCFA would conduct validation
surveys, through which HCFA staffwould review dialysis facilities shortly after a State
certification survey.' Recently, HCFA eliminated these in favor of periodically
observing State surveyors' performance and offering advice and assistance as applicable.
While the latter approach has potential and may well involve some useful informal
assessment and feedback to the State surveyors, we found no evidence of substantive
evaluation and feedback to the States on such key matters as the effectiveness of the
surveys, the skill of the surveyors, and the adequacy of collaboration with the Networks.

HCFA relies on State agencies to assess their own performnce and, by working with the
HCFA regional offices, to develop and implement their own quality improvement plans.
This process is called the State Agency Quality Improvement Program (SAQIP). The
program addresses State survey activities generally, and fails to specifically assess
dialysis surveys. The summary report that HCFA issues on SAQIP activities provides
few meaningful insights into the challenges or successes of any one State."

Minimal pubic disclosure.

HCFA offers no readily accessible public information (e.g. on the Internet) on any
Network or State actions taken by either Networks or States to protect the public. All
Networks have websites, but they vary significantly in the amount and type of
information that they post. None publishes any information on complaints received and
investigated at a particular facility or on any corrective actions pending against a
particular facility. Similarly, little information is readily available on the performance of
States. Survey results are available only upon request and are difficult to interpret-
Results are not routinely posted on the Internet or in facilities.
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The 230,000 patients receiving life-sustaining dialysis treatments rely upon the

professionalism of their caregivers and the internal monitoring efforts of their facilities

to provide high quality care and minimize risks. Yet, documented variations in the

quality of dialysis care and reported incidents of poor care reinforce the need for an

external quality review system to serve as a-safety valve for patients.

As we have indicated, the quality oversight system carried out on HCFA's behalf by the

Networks and State agencies has major shortcomings. It is imbalanced, in that it stresses

improving overall quality more than enforcing rninimum requirements that protect

patients from harm. It is fragmented, in that Networks and State agencies rarely

coordinate their efforts to foster patient protections. And, fundamentally, it lacks

sufficient accountability on the part of the Networks, the State agencies, and, most of all,

the facilities themselves.

HCFA should exert leadership to address these shortcomings. In this section, we present

two guiding principles and two recommendations that address how HCFA can provide

this leadership. In doing so, we stress that while HCFA has authority and leverage, it

must approach the Networks and State agencies as partners who contribute to and share

a commitment to high-quality dialysis care. We also stress that external oversight must

be conducted in ways that minimize the regulatory burden on dialysis facilities and seek

to complement the facilities' own internal quality review efforts. In some cases HCFA

has already undertaken initiatives that move in the directions we call for.

We present our recommendations in the context of the current oversight system in which

HCFA relies upon the Networks and State survey agencies. We believe that this system

has the potential to provide effective oversight Yet, we recognize and suggest that

HCFA take into account that a system for private accreditation of dialysis facilities, if

held properly accountable, can be a valuable complement - particularly because it can

readily adapt state-of-the art standards that respond to changes in dialysis delivery and

evaluation methodology.
5
"

In making our recommendations, we must stress that our focus is on the external quality

oversight of dialysis facilities and not on the Medicare payment policies concerning

dialysis treatment. We note that because in the course of our interviews and in the

professional literature many parties have expressed concern that the fragmented nature

of the payment system and the current rate of reimbursement for dialysis treatment are

themselves factors that may adversely effect the quality of dialysis care. We offer no

such evidence in this report, but recognize that they are factors warranting attention, as

has been pointed out by the Institute of Medicine and the Medicare Payment Advisory

Commission.
5
"
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Finally, we recognize that our findings and recomnendations suggest a sense of urgency
in improving the quality oversight of dialysis facilities. At the same time, we recognize
that in an environment of limited resources and competing priorities, all the actions we
call for cannot readily be taken We present them as a blueprint for actions that can be
carried out over a reasonable period of time.

GUIDING PRINCIPLE 1. HCFA should steer external oversight of the
quality of-dialysis facillties so that It reflects a balance between
colleglal and regulatory modes of oversight

In our work on external quality oversight of various kinds of health care providers, we
have found it helpful to consider oversight efforts in terms of a continuum, characterized
bj a collegial approach on one side and a regulatory approach on the other. External
reviewers in the collegial mode focus on educating and improving performance; those in
a regulatory mode focus on investigating and enforcing of mininium requirements. In \
the continumn below, we present the major characteristics we associate with each mode.

Fkure 2. A Continuaun of Exteral Review

Colegp Mode Regulatory Mode
(Educate and Eevate) (Invesaigate and Enforte)

Coopave Cullengg
Flxible Rigid
Foster Process Improvements Enforce Mmunums
Guidance Directive
Tnusng Skeptical
Professional Accountablirty Public Accountability
Confidentiality Public Disclosure
Systens Focus Outlier Focus
Improve Patent Outcomes MiLirize Preventabli Han

. 111111

Both approaches have value and ardent supporters. But, as the National Roundtable on
Health Care Quality and others have found, neither approach is backed with sufficient
data to warrant concentrating on one at the expense of the other.' A credible system of
external review must, therefore, reflect a reasonable balance between the two.

In the current system of oversight, the State agencies clearly operate on the regulatory
side of the continuum. They are public bodies that as HCFA's agents perform on-site
surveys that can serve as the basis for regulatory actions. But as we have shown, the
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frequency of those surveys has declined markedly, resulting in only 17 percent of all
dialysis facilities being surveyed in 1998.

In contrast to the State agencies, the Networks function on the collegial side of the
continuum. They are governed primarily by physicians who are associated with
individual facilities, who have expertise on dialysis treatments that State agency
representatives lack, and who stress education and improvement objectives. As we have
shown, their collegial orientation, which can often be effective, is apparent in how they
use standardized perfofmance data and respond to complaints. Some Networks do
reflect a greater readiness to take a more challenging approach-to facilities, but their
limited authorities, resources, and mandate from HCFA preclude them from moving
very far in this direction. In working with the Networks, HCFA in recent years has
reinforced their collegial role, viewing them increasingly as functioning in a penalty free
environment, while the State agencies serve as the regulators.

The Networks have much to offer in using collegial approaches to foster improvements
in the quality of care. Given their greater expertise on dialysis matters and their closer
relationships with dialysis facilities, it would seem to be desirable for HCFA to look to
them to tilt toward the collegial end of the continuum. But it is not feasible for a Federal
oversight entity not to have some clear requirements for enforcing minimum standards
of performance. HCFA, we believe, should exert a steering role that, over time, achieves
a reasonable balance between the two approaches to oversight. In our recommendations,
we offer specific suggestions on how that can be done. -

GUIDING PRINCIPLE 2. HCFA should steer the external oversight of
dialysis facilities so that Networks and State survey agencies
collaborate more effectively.

As we have shown, the Networks and State agencies operate in two separate realms and
rarely interact. Given the crucial and often interrelated roles that both play as HCFA's
agents, it is vital that HCFA provide direction that facilitates better collaboration.
Through a clear delineation of their mutual roles, specific operational mandates, support
for demonstration efforts, sharing of information about promising approaches, and
perhaps other ways, HCFA can steer the efforts of the Networks and State agencies in
ways that foster more frequent and effective collaboration. The joint efforts taking place
in Texas illustrate some of the potential that exists. (See our companion report, External
Quality Review of Dialysis Facilities: TWo Promising Approaches.)
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RECOMMENDATION 1. HCFA should hold Individual dialysis
facilities more fully accountable for the quality of care.

la. HCFA should revise the Medicare Conditions for Coverage for dialysis
facilities so that they serve as a more effective foundation for accountability.

The current Conditions are close to a quarter century old.6 ' It is time for HCFA to
update and reinforce them as a tool for holding dialysis facilities accountable for the
quality of care they provide. A number of years ago, HCFA proposed a set of revisions
that reflected some progress in this direction. But that effort stalled. We recommend
that HCFA revise the current Conditions so that, at a minimum, they:

-* Strengthen the accountability of the dialysisfacilty governung body. The
governing body should be held clearly accountable for the overall quality outcomes
provided by the facility."2 Moreover, sinc most dialysis facilities are now part of
national or multi-national corporations, the governing bodies should ensure that
authoritative representatives are readily available to respond to queries and/or visits
by State survey agencies or Networks.63

Reinforce the accountability of the dia(vsisfaciiity medical direcdorfor patient
care. While the governing body of the facility is the basic source of accountability,
the medical director should clearly be empowered as the on-site agent most directly
responsible for the quality of care being delivered. In this capacity, the medical
director should clearly have the authority to develop and monitor quality
improvement efforts, to serve as an educational resource for medical and nursing
staff and, where individual care staff are not performing adequately, to bring that to
the attention of the facility's designated governing authority."

• Requirefaciliies to report ectronically on standardizedperformance measures
determined by HCFA. HCFA must make clear a facility's obligation to report
facility-specific patient outcome data to a designated entity or entities on a national
set of performance measures.'2 As HCFA continues to focus more on performance
measures, facilities must submit their data electronically in order to make this task
feasible and allow for timely analysis and dissemination of the data.

* Require dialysisfacilities to conduct their own quaity improvementprogram. An
internal quality improvement program serves as a valuable complement to network-
wide or national improvement efforts. It is a mechanism for addressing the
distinctive needs of a facility and of fostering a culture of continuous
improvement.'
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* Require dialysisfacilities to establish internal systems for identifying and

analyzing the causes of medical injuries and medical errors. Injuries associated

with patient care will happen from time to time and a facility must be alert to

spotting them and learning from them. Such internal systems help protect patients

from harm.

* Require dialysisfacilities to monitor patient satisfaction. Over the past 25 years,

patients have come to play an increasingly important role in their own health care,

and techniques of assessing patient satisfaction have become increasingly

sophisticated. Given that, it is reasonable to expect dialysis facilities to integrate

patient satisfaction as an element in their own quality improvement efforts.

Moreover, an ongoing mechanism for monitoring patient satisfaction can serve can

serve as a way of surfacing patient concerns that complaint systems do not.
67

lb. HCFA should use facility-specific performance measures to encourage
facilities to improve the quality of care and to help ensure facilities meet
minimum standards.

We recommend that HCFA move in the direction of collecting and disseminating

facility-specific performance data and of using such data in a balanced fashion - for

both improvement and enforcement purposes. HCFA has made progress in developing

and using performance measures that provide the basis for assessing the quality of

dialysis care. But, thus far, HCFA has focused on using performance measures almost

completely for improvement purposes by focusing on national and regional trends. It is

time, we believe, to build on this progress by using performance measures as a key

mechanism for holding individual facilities more accountable for the care they provide.

Identify a core set of performance indicators to collect regularly on all patients

from facilities. HCFA, with input from the professional community and from patients

and patient advocates, should determine a core set of clinical indicators that will be used

to help facilities, Networks, State survey agencies, and the public assess the quality of

care at a facility while ensuring patient confidentiality. Once established, this core data

set should be continually examined and revised so that it includes the most pertinent,

reliable measures. HCFA has already implemented core data sets for other providers,

such as nursing homes and home health agencies, which serve vulnerable patient

populations. It is time to do the same for dialysis facilities. In the interest of accuracy

and timeliness, HCFA should develop a system that collects the performance data on a

regular basis directly from patient's medical records. At a minimum HCFA should

collect these measures annually and work towards quarterly reporting.

HCFA has already begun to take significant steps toward the goal of facility-specific

data. Namely, HCFA has invested in an extensive computer infrastructure for

electronically linking facilities, Networks, and HCFA together. This system will make a

data collection of this size more feasible." HCFA has also created the National ESRD

Core Data Set Initiative to begin to develop a core data set for dialysis facilities.
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Already, HCFA has funded the creation of three facility-specific reports. One facility-
specific report is to be used by Networks and the facilities for quality improvement
purposes. HCFA has also developed two other facility-specific reports that will
contain performance data, one for State survey agencies and one for consumers.'0 These
three reports rely largely on HCFA billing data for clinical indicators such as urea
reduction ratios, hematocrit levels, and patient mortality.

Disseminate comparative faciity-specific reports to facilities, Networks, State
survey agencies, and the public containing all the performance Indicators lii the
core seL Once HCFA has a data collection system in place, it should generate quarterly,
facility-specific reports that compare facilities to their own past performance and to their
peers at the State, Network, and national levels for each of the performance indicators in
the core set Where possible, HCFA should account for case mix differences among
facilities. At a mininum, this should include patient demographic information.
Eventually, HCFA should generate similar repoits at the physician level

The data in these reports should be
made readily available to all parties: Fpgure 3. The core set should be vlt-bs e to:
the facilities, the Networks, the State
agencies, and, through Internet faucties to support internal quality
websites (and perhaps even postings inprovement aetvities,
in facilities), the general public.
Such an effort will require HCFA to Networks to sutport regional quatity

inmpr~ovemeactiatvsties and to Acestify~ outliersensure patient confidentiality and for fither review,
may call for statutory changes. As
we previously mentioned, HCFA State survey agendes to help guide and
already has an effort underway to infbrm the stavey proess, and
develop a core data set, the National
ESRD Core Data Set Initiative. toe publc to foster public ceouabiity.
However, HCFA has not yet
determined specifically how this data
set will be used by all the various parties.

We also recognize the sensitivities associated with such widespread release of this
information. The data, many note, can be misleading. For instance, some patients may
not choose to have optimum dialysis treatments because they wish to spend less time on
dialysis. To help foster the responsible use of the performance data, we suggest that all
quarterly performance reports include a prominent statement up front noting the
limitations of the data and emphasizing that performance data are indicators, not
absolute markers of quality.

At the core, the performance data can help reviewers ask better, more targeted questions
about quality. If a facility's performance on a measure or a cluster of measures has been
declining over time or is consistently less than that of other facilities with a similar
patient mix, then it is reasonable to ask why and to do so in a public forum. The answers
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might well indicate that such a facility is actually a top-quality one, with sound reasons
for its statistical ranking. Or, they could indicate that the facility does have problems
warranting attention.

Faciflifs Perhaps the most compelling reason for distributing facility-specific
standardized performance data is to spur internal improvements by the facilities
themselves. Such data can help leadership in the facilities gain a better sense of
how the facility is performing and can provide the leadership with valuable leverage
for initiating change. This would appear particularly true in competitive markets.

Networks. Once equipped with facility-specific performance data, Networks will
have a valuable additional tool to guide their external oversight of facilities. HCFA
should require that Networks use these data for both improvement and enforcement
purposes.. It should look to the Networks to take the lead in identifying best
practices, conducting educational and technical assistance efforts, and other
initiatives that foster continuous improvement in the quality of care provided at
dialysis facilities. At the same time, HCFA should look to the Networks to work
with outlier facilities that have continued poor performance that cannot be explained
by extenuating circumstances. HCFA should also make clear that this may well call
for imposing corrective actions, or perhaps, referrals to the State survey agencies or
HCFA itself.

* State survey agencies. The professional renal community is concerned about the
potential use of performance data to trigger State surveys. Their concern centers
around the credibility of such information in idendfying problem facilities and in

-the use of performance data for regulatory as opposed to improvement purposes.
We recognize the danger of drawing upon performance data too literally as an
alarm-call for a regulatory-focused State survey. Yet, we see no basis for not
regularly sharing such data with the State surveyors. Together with other
information that the State may have on a facility, it can help guide the surveyors
when they do survey a facility or, in cases when the information seems compelling
enough, influence when they decide to conduct a survey."'

* Thepublic. With the rapid advances taking place in information and medical
technology, patients and consumers, in general, are becoming increasingly active
partners in their own health care.n Even though many dialysis patients may not be
inclined to draw on facility performance data, many of them and many family
members, surely would be interested in such data. Moreover, the influence of
public release would likely contribute to how seriously facilities respond to the data.
HCFA has moved in this direction in providing data on the performance of nursing
homes and managed care organizations." It should do the same for dialysis
facilities. HCFA's posture toward performance data should be that if they are worth
collecting, they are worth disclosing.
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1c. HCFA should strengthen the complaint system for dialysis patients and
staff.

Work with the Networks and the State survey agencies to establish an effective
complaint system. On the basis of this inquiry and our prior inquiries of external
quality oversight of health caue providers, we have developed a template for an effective
complaint system. Below, we identify and explain the eight key elements of that
template. We present it here as a frame of reference for the kind of system that HCFA
should seek to establish in the dialysis field.

Table 2. Template for an Effective Complaint System

Element Description

Accessibility Makes efforts to inform potential users ofthe system and is easy to use.

Objectivity Respects de rights of all parties involved Conducts unbiased imvestgatmios.

Investigative Capacity i Has access to clinical expertise and has sufficient resources and authority to
i thoroughly review and evaluate complirrs, including the ability to go n-site
|whenever eccessay.

Timreliness Complaint investigations conclude within a reasonable time frame.

eposveness to Compliants receive substantive information about the process and any
Complaina resulting

Enforcement Authrity and Haa the autbority to hold faeilities and individuals accountable when
Follow-up complaints are substantiated. Follows up with appropriate corrective actions.

Improvement Orientation uses complts to help dentif opportunities for improvement and
prevention.

Public Accountability Faciity-speciic complaint information is available to the public so that they
can be aware of any disciplinary actions or any past problemn at a particular
facility.

Conduct pilot projects to test ways in which the Networks and the State survey
agencies could work together to create an Integrated complaint system. Given the
fragmented nature of the current complaint systems, we recognize that even at best it is
likely to take some time to develop a system that as a whole reflects the characteristics
of the above template. Thus, we urge HCFA first to convene representatives from the
Networks and State survey agencies to identify ways in which these two entities can
work together most constructively, drawing on their respective strengths. Secondly, we
urge HCFA to conduct pilot efforts through which Networks and State agencies
implement a unified complaint system based on our template. The results of such pilots
could help guide the efforts of other Networks and States and, over time, could provide
the basis for explicit expectations incorporated in HCFA contracts with both the
Networks and States.
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Develop a common instrument that facilities and others could use to assess patient
satisfaction. For many patients, an anonymous response to a patient satisfaction survey
may serve as a safer vehicle for expressing concern than a formal complaint to a facility,
Network, or State agency. We have already called for HCFA to revise the Medicare
Conditions for Coverage so that facilities are required to conduct their own assessments
of patient satisfaction. Given the importance of this kind of effort, we also call upon .
HCFA to exert national leadership to facilitate the development of a common instrument
that dialysis facilities could use to assess patient satisfaction. This could draw upon the
instruments that some dialysis corporations have already developed and use for their
own internal monitoring efforts. HCFA could make such an instrument available to
facilities for their own use. HCFA could also test such an instrument on a national,
Network, or even facility-specific basis. Recently, the Medicare Payment Advisory
Commission made a similar recommendation 2"

Id. HCFA should enhance the role of Medicare on-site certification surveys.

Determine an appropriate minimum cycle for conducting Medicare certification
surveys of dialysis facilities. Routine on-site surveys of dialysis facilities are important
to help ensure that facilities comply with minimum standards outlined in the Medicare
Conditions for Coverage." But, as we have shown, the elapsed time between the State
surveys has been growing, with the result that close to half of all facilities have not been
surveyed within a 3-year period. As a result, surveyors have difficulty maintaining their
skills.' By contrast, nursing homes and home health agencies, which also serve
vulnerable populations, are surveyed according to a congressionally mandated cycle. By
determining an appropriate minimum cycle for dialysis facilities, HCFA will increase
the attention that dialysis quality issues receive and wili enable surveyors to better
maintain their competencies.

Conduct pilot tests to determine the potential of Network and State joint initial
certification visits of dialysis facilities. All new facilities must undergo an initial
certification visit by the State survey agency. We suggest that this initial review
presents a major opportunity for State agencies and Networks to bring together their
respective strengths and ensure that the facilities have in place the necessary elements to
provide top-quality dialysis care. We recognize that at the time of initial reviews few
patients are receiving treatment at the facility and therefore major problems rarely are
uncovered We think that initial reviews provide an opportunity for the Networks and
States to work together cooperatively without the pressures associated with a for-cause
investigation. Such a joint effort would get the two entities more accustomed to working
together and could therefore have residual benefits for their other oversight functions.

Ie. HCFA should facilitate the development of publicly accountable means for
Identifying serious medical Injuries and analyzing their causes.

We have already recommended that HCFA require facilities to develop their own,
internal mechanisms for addressing medical injuries and medical errors. It is essential,
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we believe, for this internal safeguard to be complemented with an external, publicly

accountable means for addressing adverse events resulting in death or serious harm

while ensuring patient confidentiality. The Institute of Medicine recently called for a

mandatory national system for reporting of such adverse events in hospitals and other

health care facilities.' Given that dialysis treatments are paid for primarily by Medicare

funds, and that HCFA has the major responsibility for the external quality oversight of

the facilities, dialysis facilities are an ideal candidate for testing this kind of reporting

system. The system should provide for the analysis of adverse events and for any

necessary corrective actions at the facilities involved. It should also-involve the

maintenance and regular analysis of a data base of such events in order to identify

injury-prevention strategies that could be shared across facilities.

In particular, we suggest that HCFA work with the Networks to establish pilot efforts to

conduct such monitoring. Those pilots should test ways to identify major adverse events

occurring in dialysis facilities that trigger subsequent analyses that shed light on (1) the

causes of the events in those facilities and (2) the broader prevention strategies that can

be taken across facilities. In any such pilot effort, HCFA should require that

collaborative arrangements be made with the State survey agencies."

RECOMMENDATION 2. HCFA should hold the Networks and State
survey agencies more fully accountable for their performance In
overseeing the quality of care provided by dialysis facilities.

The Networks are private, federally funded contractors accountable to HCFA for their

performance. The State survey agencies are public bodies accountable to their States'

governors and legislatures, but also to HCFA for the services they are providing on

behalf of Medicare beneficiaries. If HCFA is to hold the facilities more accountable as

we called for in the prior recommendations and if it is to continue to rely upon the

Networks and State agencies as its main agents toward that end, then it must also find

ways to hold those agents more accountable. Below, we set forth specific actions HCFA

can take.

2a. HCFA should Issue policy guidance delineating the distinctive roles of the

Networks and State survey agencies In quality oversight and providing direction

on how they should collaborate.

HCFA should clearly state that the Networks serve as its primary agents in fostering

continuous quality improvement in the care provided to dialysis patients, but yet must

also support enforcement efforts. Similarly, it would be helpful for HCFA to clearly

state that the State survey agencies serve as HCFA's primary agents in enforcing

compliance with the Medicare Conditions for Coverage, but also must support

improvement opportunities. With the two entities having a mutual appreciation of these

distinctions, the stage is more effectively set for effective joint efforts - for a more

effective oversight process that marries the clinical expertise of the Networks with the

rt.nlR-vi-M A Ci rI' l: eater M.Aec ;:- 31 or | 01 00050

65-918 2000 - 12



350

regulatory powers of the State agencies. HCFA can convey this in two ways. For
Networks, their contracts, particularly in the section explaining HCFA's Health Care
Quality Improvement Program, would seem to be a particularly appropriate.vehicle. For
the State agencies, the annual budget call letter would appear to be the most appropriate
forum.

We recognize that there are significant barriers to achieving collaboration between the
Networks and the States. As we have already mentioned, Networks and States take
markedly different approaches to oversight. Also limited resources make it difficult for
the States and the Networks to have face-to-face meetings. This may be even more
difficult for the Networks because most Networks cover multi-state regions. Finally,
HCFA needs to address the issue of confidentiality and if necessary request statutory
changes so that the Networks and the States can disclose infomiation to one another and
to the public.

HCFA should also target, for both the Networks and State agencies, particular spheres of
activity in which collaborative arrangements are not only desirable, but also necessary.
HCFA should go beyond the general statements on coordination, as now appear in the
Network contracts, and offer firm direction. HCFA should then hold both parties
accountable for adhering to that direction. At a minimum, the Networks and State
agencies should be held accountable for collaboration in the following four areas:

* Sharingfacilityspecific data. Such data are important vehicles for facility self-
improvement But they also can be useful (if not necessarily determinative) m
informing State on-site surveys.

* Sharing State survey results. Similarly, results of the State surveys can be helpful
to the Networks as they carry out their quality improvement efforts and as they
address specific complaints involving individual facilities.

Working together in addressing complaints. To help protect patients, the
Networks, and State agencies should agree on when to make referrals to one another
involving complaints. The pilot efforts we called for earlier can be helpful here.

Consulting one another on areas of expertise. States and Networks both need to
be valued for their perspective and expertise. Networks could help surveyors target
facilities for surveys and help monitor and correct deficiencies involving the quality
of care. Similarly, States could help Networks enforce minimums and identify
regional trends. To make sure this occurs, HCFA should establish guidelines for
when Networks and States should solicit the advice or assistance of the other.

One way in which HCFA can facilitate collaboration between the Networks and States is
to convene forums in which HCFA, Network, and State officials come together to
discuss the approaches to collaboration, the barriers that inhibit them, and actions that
might be taken to overcome such barriers. The forums could also provide a good venue
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to showcase promising approaches to collaboration that some Networks and States have
already undertaken.

2b. HCFA should foster greater accountability of the Networks.

Develop, with input from the Networks, a system for performance-based
evaluations of the Networks. This system would have to be established from the
ground up since no such system is in place now. The current evaluations of Network are
rudimentary, more of an accounting of activities than an evaluation of performance. We
call for a reinvention of this entire approach in a way that minimizes routine annual
reporting burdens and maximizes opportunities for substantive assessment and
continuous improvement.

We suggest that, at least at the start, this reinventing effort focus on two central
questions:

* How effectively are Networks drawing on standardized performance data to
improve the overall clinicalperformance offacilities in their region and to ensure
that poor performers meet minimum standards of care? Given the development of
increasingly sophisticated clinical performance measures for facilities, it is
reasonable to use them as key references in assessing the Networks' own
performance. HCFA has moved in this direction with the Medicare Peer Review
Program. It would appear to be timely to do the same for Networks.

* How effectvely are Networks using a complaint system as a qualityof-care
safeguard? The template we developed offers eight specific elements that can be
examined to help answer this question.

As HCFA puts in place a performance-based evaluation system, it should give
the Networks increased flexibility in how they use their resources. Such
flexibility should enable Networks to develop improvement projects, intervention
strategies, educational efforts, and other initiatives that are most pertinent to their
region. The aim should be to find reasonable ways of holding Networks more
accountable for results that make a difference in patient care while giving them
added discretion in tailoring their efforts to the needs and characteristics of their
regions. Providing Networks with the added flexibility we call for need not
preclude developing a nationwide quality improvement project that all Networks
participate in, if the rationale for that effort were sufficiently compelling.

Increase public disclosure of information on the Networks. As HCFA proceeds in
developing an evaluation system as we call for above, it should also develop a core set
of information on Network activities and performance that would be readily available to
the public, preferably on the Internet - either on HCFA's own web site or on the
Networks' web sites or posted in facilities. Such disclosure can be particularly
important in helping the media, advocates, patients, and other interested parties
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understand how Networks use performance data to improve dialysis care and of how
they handle complaints. In the process, it reinforces the point that publicly-funded
Networks are accountable to the general public as well as to HCFA.

2c. HCFA should foster greater accountability of the State survey agencies.

Establish a means to periodically assess the State surveys. One way HCFA could
better assess the State surveyors is to observe more State surveys. This provides HCFA
with the opportunity toprovide direct feedback to surveyors and can be more instructive
and timely than validation surveys. However, because of the technical nature of these
surveys, it may be difficult for HCFA personnel to develop and maintain the expertise to
constructively assess State surveys. In this regard, HCFA should consider developing a
small group of contracted, experienced dialysis surveyors that it could draw upon to
periodically observe State surveys as well as to investigate complaints as needed. For
years, HCFA has relied upon a panel of contracted psychiatric surveyors to survey
psychiatric hospitals. A similar mechanism could be used for the oversight of dialysis
facilities.

Increase public disclosure of informatdon on the State survey agencies. Disclosing
information about the activities and performance of the State survey agencies is just as
important as for the Networks. Particularly relevant would be information on the
number of surveys conducted, the specific facilities surveyed, the type of deficiencies
found, and the corrective actions taken. As with the Networks, HCFA could post this
and other pertinent information on its own website or call for the States to post it on their
own or even post it within the facilities as is the case for nursing homes."

Mt.,.] RFr. A C.1 rW Gter, A-ftnbillyt 34 """ -rK
uLl-ulwus



353

S 0 -~~~~zw

We received comments on the two draft reports from HCFA and three additional outside

parties: the Forum of the End Stage Renal Disease Networks, the Association of Health

Facility Survey Agencies, and the American Association of Kidney Patients. Based on

the comments we changed one recommendation and made several technical changes to

the report We include-the complete text of the comments in appendix C. Below we

summarize the comments and, in italics, we offer our responses.

HCFA Comments

HCFA generally supported our findings and recommendations and responded by

submitting a detailed action plan. The action plan outlines HCFA's commitment to

collect and disclose facility-specific performance data, increase on-site surveys, revise

the Conditions for Coverage, strengthen the complaint process, and explore ways to

implement a system to monitor adverse events. HCFA indicated that it intends to

establish minimum performance standards for some clinical outcomes. HCFA did take

issue with our recommendation to require joint Network-State initial certification

surveys of facilities. HCFA also expressed concerns with assessing patient satisfaction,

given a likely low response rate.

Wefind HCFA 's detailed action plan to be a positive step toward strengthening the

system of oversightfor dialysisfacilities. We caution HCFA not to include specific

performance measures or minimum thresholds within the Conditionsfor Coverage. This

will prevent timely updates as scientific knowledge advances. We believe that measures

with minimum thresholds would be more aptly laid out in provider agreements with

facilities. With regards to HCFA 's concern about joint Network-State surveys, we

revised the recommendation to state that HCFA shouldfirst conduct pilot tests to

determine the effectiveness of this approach rather than requiring it. We recognize the

shortcomings of such an approach, but we maintain that initial certification surveys

offer a less threatening environment compared to afor-cause survey. Thus, Networks

and States mayfind it easier to work together. We also think initial certification surveys

are a good opportunityfor thefacility to meet both the Networks and the States before a

problem arises. We encourage HCFA to moveforward with assessing patient

satisfaction even given the likelihood of low response rate. Finally, we want tofurther

stress that HCFA release any and allfacility-speciflc data that it collects to the public.

Forum of the End Stage Renal Disease Networks Comments

The Forum agreed with the majority of our findings but expressed concerns over several

of our recommendations. The Network took issue with our finding that Networks rarely

target poor performing facilities. It emphasized that Networks and States approach such

facilities in different ways and both approaches are valuable. It cautioned against
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specifying outcome targets in the Conditions for Coverage. The Forum raised concerns
that efforts to monitor adverse events, patient satisfaction, and the public release of
performance data may undermine the collegial role of the Networks. It suggested that
initial certification surveys may not provide the best opportunity for joint Network and
State surveys and suggested instead joint surveys of poor performers. It also took issue
with our recommendation for developing a performance-based evaluation mechanism for
the Network without a similar requirement for the States. Finally, it pointed out the
Networks' role in monitoring transplant centers was not addressed.

We recognize that some Networks are targetingpoorperformingfacilities, but our
evidence shows that many Networks are not and that many do not have reliablefacility-
specific data to identify such facilities. We want to reiterate that the Networks and
States both have responsibilities to ensure minimums and to improve the overall
performance. It is notfeasible at this time for the Networks to work exclusively in a
non-punitive manner. We believe that the Texas example presented in our second report
demonstrates that Networks and States can work in both. realms, each with their
respective emphases. We agree that joint Network-State surveys ofpoor performers may
be valuable and may be an option that HCFA would want to test along with joint initial
certification surveys. Given the emphasis of the Networks on quality improvement and
the States' emphasis on enforcing minimums, we think that it isfeasible to hold the
Networks accountablefor improving the performance of theirfacilities. We callfor
States to be held accountable for their role in enforcing minimums. Finally, we agree
that the oversight of renal transplant centers is important, but that issue was beyond the
scope of this inquiry.

Association of Health Facility Survey Agencies Comments

The Association of Health Facility Survey Agencies (AHFSA) agreed with the majority
of our findings and recommendations, but indicated that we failed to provide any
discussion of fiuding issues. Specifically, it called for additional funding for States to
conduct more surveys. AHFSA also offered several additional recommendations that
provide more operational approaches to our recommendations. It supported the notion
of greater collaboration between the Networks and the States, the public release of
facility-specific outcome data, and called for the Conditions for Coverage to require
reporting of adverse events to the States.

We acknowledge in the report that competing budget demands is a major reason for the
lack of surveys and recognize that many of recommendations will require additional
fluids. We address the concern about funding of the State agencies by callingfor HCFAz
to determine an appropriate minimum cyclefor conducting surveys. HCFA itself
addressed this issue in its comments by noting that the President's Budgetfor FY 2001
callsfor a substantial increase infundingforESRD surveys. However, our
recommendations require more than just additionalfunding-they also require strong
leadership on the part of HCFA.
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American Association of Kidney Patients Comments

The American Association of Kidney Patients (AAKP) strongly agreed with our

recommendations and believed that our recommendations could result in better care for

patients. AAKP pointed out its own concerns with the variability among Networks and

States. It believes that the greater accountability we call for will lead to more consistent
performance across Networks and States. AAKP also highlighted HCFA's current
efforts underway to release performance data publicly and asked us to ensure that
funding to implement our recommendations does not come at the cost of funding patient

activities.

We are pleased to receive such strong supportfrom AAKP which represents the patients
that we aim to protect. In our report we acknowledge HCFA 's effort to release
performance data to the public and we believe it is a step in the right direction.
Furthermore, we underscore AKKP 's point that-fundingfor oversight activities should
not jeopardize patient care.
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Methodology

HCFA

We interviewed HCFA officials responsible for the ESRD program at both the Central
Office and the four lead ESRD regional offices (Boston, Kansas City, Dallas, and
Seattle.) This included all the project officers for the Networks and HCFA officials
involved with the State survey and certification programs. We gathered information on
how HCFA evaluates the Networks and State agencies, their perceptions on the strengths
and weaknesses of the program, and any recommendations they had for improving the
oversight of dialysis facilities.

ESRD Networks

We conducted a mail survey of all 18 Networks to gather information on the types of
performance data Networks use and collect, on.how they handle complaints and adverse
events, and how often they conduct on-site surveys. All 18 Networks responded. In
addition to our survey, we received and analyzed the following documents from all the
Networks: 1997 annual reports, 1998 annual reports, and 1998 responses to
complainants.

We selected nine Networks to participate in telephone interviews. We chose at least two
Networks from each of the four lead HCFA regions. Network staff and board members
participated in the interviews, which covered topics related to the oversight of facilities
such as quality improvement projects and other sources of performance data, complaint
procedures and trends, and their relationships with HCFA and State agencies. We also
selected two Networks for site visits lasting several days. These visits included
interviews with staff, board members, patients, and renal professionals. While on-site
we examined their complaint files. Three additional Networks received site visits that
involved discussions with Network leadership about oversight in general.

State Survey Agencies

In order to. gain information on the State agencies we analyzed HCFA's On-line Survey,
Certification and Reporting System (OSCAR) to determine the frequency with which
State agencies conduct Medicare certification and complaint surveys of ESRD facilities
which includes both transplant facilities and dialysis facilities. We pulled two data sets
from the system: one in May 1999 and one in August 1999. We analyzed these data sets
using SAS and Excel software programs. In addition, we interviewed five State survey
agencies. We also observed a dialysis facility survey.
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Stakeholder Interviews

ffff:J:1

Liter,

We interviewed several representative of organizations involved with dialysis issues.

These organizations included professional groups, consumer groups, Federal agencies,

and Federal contractors.

iture Review

Throughout our evaluation, we reviewed various documents including statutes and

regulations, Federal agency documents, policy reports, media articles, and scientific

journal articles.
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Maoor Sources of Clinical Performance Data for ESRD

Below we highlight several of the major sources of performance data for dialysis
facilities.

HCFA's Clinical Performance Measures Project. Since 1994, with the help of the
Networks and facilities, HCFA has collected a set of measures on a national sample of
patients. In 1999, the set included 16 measures such as urea reduction ratio, Kt/V,
hematocrit, hemoglobin, and type of vascular access. Facilities abstract the measures
from patient medical records and Networks validate a sample of the data. HCFA
disseminates aggregate measures at the national and Network level to the renal
community and the public. The sample does not allow facility-specific analysis.

Medicare Billing and Enrollment Data. HCFA claim and administrative forms are a
rich source of information on patients and facilities, such as patient hematocrit levels,
urea reduction ratios, and mortality. Since 1996, HCFA has used this data to generate
confidential facility-specific reports on anemia management for its National Anemia
Cooperative Project. A few Networks reported using the anemia data to monitor facility
performance and to identify facilities in need of interventions. HCFA currently uses
these data to generate various facility-specific reports for facilities, Netwbrks, States,
and the public.

United States Renal Data System. Funded by the National Institutes of Health and
partially funded by HCFA, this database compiles numerous data sources on renal
patients, most of which come from Medicare billing data. Each year, an annual data
report is disseminated to the public that provides trend information at the Network and
national level. Previously, the USRDS generated confidential, facility-specific
standardized ratios for mortality, hospitalization, and transplantation for facilities, which
have been helpful in identifying regional problems in the quality of care. These reports
are now being generated by HCFA. Most Networks reported that they use the USRDS
methodology, or one based on it, to calculate their own standardized mortality ratios for
facilities. A few Networks reported that they use the facility-specific ratios generated by
USRDS to identify poor performers.

National Surveillance of Dialysis Associated Disease. This voluntary survey, started
in the early 1970s by the Centers for Disease Control and Prevention, monitors
infectious disease rates, such as hepatitis B, within facilities. It also collects facility-
specific information on vaccination rates, vascular access, staffing ratios, and reuse of
hemodialyzers. The data are disseminated to the public showing trends at the Network
and national level. Every Network, except one, reported that they use these data to help
determine future topic areas for quality improvement projects, to provide baseline data,
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Comments

In this appendix we include the full text of comments of the parties that responded to our
two draft reports. We present them in the following order:

* HCFA

* Forum of the End Stage Renal Disease Networks

e Association of Health Facility Survey Agencies

* American Association of Kidney Patients
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DEPARTMENTOF HEALTH&R HUMAN SERVICES HnaW, C"r. _hMAkft-n

DATE:

TO: Jume Mibb Brown
Inspector General

P ROM: Nancy-AnrcMin Dd'ade fr _ei f
Administrator, Health Care Financingn

SUBJECT: Ofce of pector OGenl (01W) DreRtReport, 'Etemal Quality Review of
Dialysis Faciities, A Call For Geater Aommntblityf (OEI-O.I 99-00050) and

rw.o Promising Appmadre"(OEI-01-99- I05l)

Thank you for conducting thorough review of th, etnal quality ovemigh of dialysia faclities

in the United Sta end the roles played by the Health Care FIancing Administration (HCFA),

the State srvey agencies, and the End Stage Real Disease (ESRD) 4etwoesk HCFA welcome

the report's findir, end iewa the Fndin aan ppocm rty to make tchngeneceryto

improve the oversight end quality ofcare in dialyis folities participating in the Medicare

progam. We are committed to working with the State wrvey agencies ad the Networks to

casino that dialysi patients recive high quality

Our ffotsto improve performce of the dialysi filities have had aome meaurable ccs

For erample, between 1994 and 1998 the percentage of ESRD patients with adequate hialocrit

(red blood ceil) levels inmeasedfrom 55 to S3 peceL Additionally, in the namc time period,

the percentage of patits receivmig adouate dialysis increased from 49 to 74 percent. We also

linw fiom the U.S. Renal Data System, ajoint HCFA and National ts e of Hedth project

the one year mortality raten for dialysis pationts decreased frm 24.9 deaths per 100 patient years

in 1990 to 22.8 in 1997.

These improvements are due in poet to the leadorship role HCFA took begitning in 1994 to

develop clinicsl mdicetoro that ass the quality of mr for dialysis patients. This effort is now

known as the Clinical Pesforroene Mesures Projoet (formcdy the NatiordillNetwodk ESPRD

Core Indicators Project). HCFA, through the ESRD -etworks, collects clinical indicetorn on e

rntiona sample Cf dilysia patients in the areas of dequacy of dialysis. anemia management, and

serutn albumin (a protein in the blood that is en indir offepatien' averall health). Them

data nre collected, analyzed and described annually in a detailed report, the ESRD Cinical

Perfoerrnce Mees Projsect nmlRepof. This report is distrihuted to all dialysis provider

for their ose iTi'identifying opportunities for improvement Using this national sampling

approach, we have documented improvement evmy year in the number ofdiaysis patients

achieving the benchomarks for these clinical indicators since 1994.

.~ r~~rr'2rstars ~re~
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Page 2 -June Gibbs Brown, Inspctor Genercl

We have also umdertkek steps to begin collecting iaddIy-specific data, someddng your repocts
advise HICPA to do. In 1998, HCFA directed the development of 16 elinsj p a
meassurs that we are colleng frVn a rMPle of faclities this year. This effort was initiated to
implement a provision in the Bslanced Budget Act of 1997 that ruires HCFA to masmure and
report tho quality of renal dialysis sezvioa. Tbe 16 clinical measures are simila to those of the
Core Indicators Project described abow, with the addition of measures for evauating vasenlar
access (the point of ccess to the dialysis patiens blood sem)* In 1999 this work was merged
witb the Core Indicatos Project and the erobined project is kmown as the ESRD Clinical
Perrmance Measures (CPM) Project The CPM Project i part of a arger ESRD Core Dot Set
that is under development Tbrough the ESRD Core Data Seb we are striving to deermine and
report accurae, mesiogml fctity4epeific perlimmunce measures that wi allow comparisons
across dialyis centers and willultimately increase fdailityso ability and patient chose.
Facility-specific dat profiles have oeen dloped forthe ome of State Survey Agencies.

Despite our progsss in improving the quality of mre, thcre ontinue to be weak performing
dialysis facilities However, the Netweaks and States ar working aggresively with these
dialysis fatilities to improve thcircare. We also ireed to publish in ealy 2001 a proposed rule
on cew conditions for coverage fir dialysis facilities that will strengthen requiresnent. In
addition, the Presridenhs FY 2001 budget asked Congress to dramatically, nesethe funding
level for siveys ofESRD faclities fnom S2 million to S63 Million. By increasing the fbinding;leve, Congress would eable us to decrease the time between surveys flort cfery six years to
every tlree years and inresie the number of srveys from 956 to 1,947 in FY 2001.

Otr response to your co =ms, inc-lin HCFA's agency actio plan end one technical
-corumeo, is amached

Attadcnent
Agency Action Plan
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ExrERNAL QUALrrY REVIEW OF DIALYSIS FACILITIES
A CALL FOR GREATER ACCOUNTABILfrY

AGENCY ACTION PLAN

rECOMMENDATION I. HCFA should hold individual dialysis facilit more fully
accountable for the quality of care

La. HCFA ahould revise the Medicare Conditioas for Coveage for dIalysIs facIlIties so
that they serve as a more eeffctive foundation for eccountability.

Streeethe rhe *celrontaffliiv of rhe dals faflilte Selrete hode.

* HCFA agre with this rena n d will prepare a coprehnve proposed rule to
revise the currnt ESRD codtions for coverage. The proposed rule would reqi focilities
to colect and report performance measur so that HCFA can Monitor the quality ofcal
dialysis savices provided undoer Medicarte Iho goveming body of the facility would be
ren blo for the collection and r g of pient ce data to HCFA Inreased
ephrensis on specific health end safety tAndards slth as water quality and inmftctn control,
would be included also. HCFA expes topeblish this proposed rule in early 2001.

* Under the oundirious for coveae role, HCFA will ppose that a faciliry's governing body
be held accountable for the developnsont aid monitoring of a quality aement tnd
perfiornsnc imrproveent progm (QAPI) The purpose of a QAPI proearn is to musm that
the ESRD facility focuScs an continuum improvennt of pocesas of plrviding health cre
svices to meet the needs and improve the outcomea for dialysis patients rather than to rely
solely on detection and corection of problems. The proposed QAPI program would require
each facility to develop, imptlent, maintai, and evaluate om effective, dato-rivsrl progranm.
tnder which facilities would collect and report clinical outcomas information to HCFA. We
intead to establish mnmsun perfortancee standards for certain clinical outcomes, such as
adequacy of dialysis, nutritional sae, ania manageneret, and other appropriate criteria
HCFA would also propose that facilities which fil to meat uinieum perifomunce criteria be
required to take corrective antions to improve perfonnance

Relteorem aecountnbtlf of dblyslv facrhli enel director for nlatent tar.

* HCFA concurs with nhis re an n ad will rcve the exining procedures and
interpretive guidelines that State suvry agernies use to nuvey dialysis facilities. The navey
procedures apd interpretive guidelines will be revised in 2000 to reinforce accourtability of
the physicin director for patient care

Currently ESRD regulations hold the physicisn dhrrctor accountable im S speific ares of
paGlent Carc' participation in the selection of a suitable modality for each patient; assuring
adequate traming for dialysis nurs mnd technicis anssig adequate monitoring of all
patirnts and the dialysus process (including home dialyu pantts); asing the developimnct
and availability of ptient care policies and procedures, including types of dialysis used in the
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uait, 1epstis prevetion d procedures, and a diater preparedness plan, and sing that
home dial training maten are available if tie unit offer bome dialysis training.

Resefre facilites to eleco,0aleall re td erfouaaee ", ures densed
by RCFA

HCFA has already begun to take reps that will mplement this Under a
t Wth PRO-West, HCFA developod 16 cinical performance mee (CPMn) in the

area of adequacy of hbodayu, adcquacy of pteel dialysis, ae mage t and
vascular ocens. Tbe collection of these CPMNa Was pilot tentedin 1999 by tie ESRD
Networks usng a national sanple of dlalysisdpati. nt In 200, the Networks will again
collect these CpMa on a naiual nmple of patiens. Importantly, HCFA also will collec the
CPMs from a sample of dinlysis faciities in 2000.

Aa the OI0 Report points out, we are developing the computer ikastrucore that will
electronically link dialysis facilitics, Networks and HCFA. The proposed ESRD oditions
for overage rule would require facilities to elecdrnicallyreport dat, including the 16
CPKs to HCFA. The fcilities would nse a computer ,systen, the MVil Information System
for Improvement of Outcomes in Nephrology (VISION) to eater data and tranmait it to
HCFA. VISION is scheduld for implcrntaico in January2001.

Require fe laiss to eonduct their own Quality Tasma cem= vgMeQ

As noted above, HCFA will be proposing a revised conditions for coverage role that will
require each dialyi facility to develop and monitor its own quality assessnoent and
performance improvenent program (QAPI). This progam may include clinical m
auch as adequacy of dialysis, omuitional stt, mia emanagenent, ndd mortality data,
cootinnal and rooial wll-beig, aend reabilitative itam The QAPI wil aiddress the needs
of each facility, and foster a culnorc of continuous quality imptovement within the facility.

Rsenahre faciltfiz to esftablfh hternal evateraa far Id ctdaadanlan h tSusan of

* HCFA agrees that inemnal tracking atm have the potential to help identify problenns
quickly as that corrections can be made promptly and patienta proectr& tn recognition of
the Proddcnt's announcement in support of a nationwide nystem of medical ciror reporting
that is State-based, we will esplore the fenaibility of using this system for ESRD facility
oversight In addition, under &te proposed SRD condition for coveage rule, HCFA will
encourage facilities to have ongoing onur reduction programs in place as part of their Quality
Assesnment and Performance Improvement Program.

Reqnl r-e diehata fa =_=it to sonitor pasleut satisfaction

* HCFA onnoo, and hough e cditions for coverag rul would propose the cnsection of

2
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-a satisfaction lolbfmation as a reporting um . Hcwvcr, we have some co n
about the respote rate for patients chnroni dialysis and tae validity sf the mul. be
rponse rats far Dabtieats in the latest Cosnsmr Asserntse of Health Plans (CAHP)
survey was only 50 pecent, wer ah crate Erthe gorol Maticae poplation was over 80
percent CABPs is a HCPA esvcy that asks Medicare benefiiaries question ahout
satisfaction with thir Health Maintmuace Organization (HMO). no results are used to
evahlate HMO pormance. Given our conc with the rmpone rats, we will c ine
ways to monitor patlest asis-c- usder the QAPI paogsam that al dialysis faiitties will be
req to implenent under the It oed rule.

b. HCFA should ans fatt pedhle pufoaraaee asures to ensourage f-Adla to
lsprwve the quality of en and to help ensure famtles aseet r1mu standardsi

IdSentfSte care set of rainan boediertus; to eolte m.
5
s

4
, an tezist tao .

HCFA cnram with this L1994. HCFA to *aleadsip role in
devcloping clinicalindicatos to asssthequality of case for dialysis paticts Tbrougb the
ESRD Networks, we have collected dinisal r n na * tional sampic of
dialysis patients in sh am otadequay of dialysis, asuiamasgconese, mad asrtas
albumin; vascular aocess measures wer added in 1999. lTe data am collected anually and a
detailed report describing die find-s at the national and regional level is dissams to all
dialysis providers for their Use in ideifing OppOnics for improvensnlt. A rnional
patint ramspling pos tratiiedby ESRD Nework a tfr the bhe y patient
sample, wa chosen niaybeca e of the worload bhduten cn dialsis fa.cilitiesmd tbh
ESRD Networks in using a hoed copy reporting syste.

* Ung this national sampling appsoNch, we have been able to ocunm impme~nint in the
nohber of dialysis patiests achieving the benwdM3 for these diicl indicators in every
year nce 1994. Dialysis providoers hae fud thesemeasures and tbe au distnibted
report of findis to be a valuable tool in assisting than to improve oea By 2001. we plan
to ulleDt these measures en all patients bm all providas Tis will proide HCFA wthf
ftuSotyp cii da that can be used to asen facility compliance, to aist faclities in
improving care, mnd to report fclitcD pedfc pefiomsance to the bLcWe adeveloping
ceaputer SYstmn. VISION, that will allow dialysis faflities to collect and report these data
eleetronimliy to HCFA. Wa anticipa pilot testing this tieranic systmn in 2000 with
hoplemenation byall D li-im- in 200 1.

* The efort described directly above am part of the lager eSRD Core Data Set that HCFA is
devdopin& Dialysis facilities will be required to coDect the Cam Data Set, induding the 16
Clinicad Psfoini Mures, for all patient mad rtregulytbrugb VISION. The
faist draft oFCore Dat Set eldments is expected to be ready for stakeholder commnct by July
2000.
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* We also would propose requiring focilitypecic me to increae facilily accomtsbilty
to HCFA in the ESRD conditions for covMereg rculstion such as, adeqUacy of diaYsis,
nutriton, anema managesmeta, standardized mortality ratios, quslity of life and rehabilitatsve
status. HCFA wiln propose to establish minimum performance levels in the areas listed
above and have thin information reported by eacrs facility on a regular basis.

* HCPA is using these facility-specific me o crtek pofiles of facilities which will
include composite scors that rask facilities within the State. The profiles also will include
dat aoed infarsoation related to patient health and safety. Tbis initiative is underway.

* HCFA will hold facilities accorstable by requiring them to develop performance
improvement projects to meet mtnimsutn federal standards.

DisgemInate tomparattye fadlitvl oedfk renrtIstol*dlles. Netwerk. State survev
.aonces, and th, onblse rniutelne aLl of lathe Uetfmanee tdieatorss he the core set.

* HCFA supports this recomurmendation. Wrote a reusly wodEng on developing an Internet
based system to disminate faicityspecifc rpots to the public, similar to omur Nsig
Home Compare Site. A frrst set of facility-specific measures is being developed. These
measuirts will desribie facility cderstaistics and the quality of services provided thel cmn be
reported to the public.

This first set of measurs will be based on misting HCFA date and will prinarily describe
the fadlity, sauh as the name and address of the facility, the type of dialysis treatments
offered by the facility and numba r of haodysis stations. This first set of measures winL
also include several clinical measures, such as the percentage of patients who receive
adequate dialysis, the percentage of patients Whose anemia was correcred, and the acual,
compared to expected, patient survival rate. We anticpate that these first reports will be
available to the public by the end of 2000. We plan to add additional measures to these
reports as we collect data electonically foram the diaysis faclities

. Note that, in order to diaseminte comparative facility-specific reports, HCFA will need to
resolve several concems indliang issues relating to privacy restrictioons on the relase of
dar issues relating to privacy restrictiors regarding releme of physicias-specific dam; and
issues of whatdata can and will be irleased to specific groups aud to the public without
breanh confidentiality.

I.c. BCFA ahould strengthen the complaint ystemn for patents and etff.

Work with thl NetwSorks *ndetbe sain rurvey sSeenles to etablah n effeCtive eoemntnt

ysrem for diatlb nAsdsenh vnd at ff.

* HCFA concos with the a elemenbt presented in the report as s template for an effective
complaint systemz Accessibility. Objectivity, Investigative Capacity, Timeliness,

I
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Responsiveaess to Complaans EnlmeC± Authority and Follow-up, Improven t
Oioladon, Public Accomnaility. We have formed a workwoup to review the complaint
procss to make it eacuirmnd more mPIoNeclo dialysis plmats, and a mor manageableand inegeated nystrn for the Netwokab aud Stale seavey agden HCPA will also
s brengto procedurts for a uaymou oplainb to avoid the possibiliy of retaliation against
pa~taior

HCFA is deveiopiag a new tegataosy basi fnr Newok rsponse to complain that will
suwod both mo complete responses to complaint and altative diste resolution
metlhods.

Condurt "l e t n tst . h the N ,
could work toeethe. to -es,ae an tate..ted r.yan yt

* HCFA agresta pilotprojens aremast tm l in devpingavable rcedcomplaint
prncss. Netwozes have accompanied the Stae survey agenies occasionally on complant
imvestigations of dialysis failities HCFA will codt pilot prects to deveop on effecive,
integrated complaint procms, as oe pmi

Deeolan a euon ro that facilitieand othmeo7mdsato sna1tt

* During development of the pioposed ESRD conditions for coverage neue HCFA intsh on
explore the development of a paticot satisaction instoument. HCFA will review the patient
aisfaction asveys that tome dialysis faclities arontlynse and take into coniddatin the
proctical difficultics and potential bhrden on failities that may remit from requiring patient
Satisfcttion information.

1.d. HCFA should nhanc the role of Medicare an-sIte certification surveys

Dete rneo ro I faread _ M u ns
diiabds fadliies.

* HCIA'agrtgm that there shonld be an appropriatemlaimumn cycle for coedlating Medicare
suavcys of dialysis failities- The Presidcnt's Budget for FY 2001 would subsiantiallytncre the finding level far sorvays of ESRD faWit fwom S22 million to £6.3 million.
7i funding level would allow s to dreaase the time between arveys fm every 6to
evesy 3 years, and increase the mtber ofoorteys from 956 to 1,347 in Py 2001.

Reqotre ta1nt Netw kState gmene eure for nildS a i o
fadild"i

* HCFA disagrees that Networb and States should conduct initial oemfication nnveys. As
your report notes, the Networts me characterized by a collegial approach to overaigh with a

I
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focus on educatng and improving p-formsoce In CoMtSt, the role of the State survey

agencies is regulatory with an emphaeis on investigating and enforeing toiimem

requirements. We beliew that it i simpotrant to distguishnna these roles during the initit

certification suveyt. These iutia surveys ae an important rtep tn the processa that alows

aev dialysis providers into Medicae to feat vuinerblebeneficiaries. In addition, the

Networks ar not atuctured or find nor is it their mission to perform initial Certifcation

on-site visits ofdialysis facilities

1.,. HCFA should facilItate the development of publicly &ecoutable means for Identifying

serious medical Injuries sad analyyzng their Caures

* HCtFA agrees that efforts should be established to work with Networks and States to identify,

muestor. and insdmite improvement projects regarding serious medical injuries and "near

misses- in dialysis facilities. The RenO Physicians Association, in partnership with the

Forum of ESRD Networsl, has formed Patesint Safety Comnittee to define the types of

roms of concernis dialysis facities. This committee is also eonsidering developing a data

collection tool that would allow the necking of medical erttss in dialysis facilities. HCFA

intends to seek statutory authority tatm would allow us to apportion Medicare Trust Pond
money for this data collection actvity.

RECOMMESNDATION 2. HCFA should hold the Networks and State survey agencies

fully accoantable for their performasae in overseeing the quality of care provided by

dialysis facilities.

2jL HCFA should Issue policy guidanee delineating the distinctive roles of the Networks

snd State survey agencies in quiaity oversight and providing direction on how they should

collaborate.

Sharing facility sueidfie data

* HCFA agrecs that erttain facility specific date held by tbch SRD Networks should be shared

with the States To this eand. HCFA is currently worSing with the Office of General Counsel

to resolve issues sterotie from section 1160 ofthe Sociil Sec=Iity Act that ded with

Trohubition Agimst Disciovore of Information' by Networks.

Shzrtue Staee urvey meolts.

* HCFA egreW that Networks would benefit from receipt of State agency survey fndings and

corctive action plans. To this end we will develop and promulgate a process to make

strvey findings more readily available to Networks. One option would be for HCFA to

require State agencies to send stuvey remult to Networks.

I
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World-~~

* We co r that a c joint mp l_ e coordinated between tha ESRD
Nctworks and the State sey agenies is desrable. HCFA will cou pilot p ojeYs in
this mrn to devlop an eetive complaint process, a resoure a I n order to
implement this task, HCFA will mosre that both Not. snd States have citical

* HCFA has developad a sys for rerting standardized oompI nmaion by al
Network, threugh the Stsodmd T hfurraio M aon System (SIMS) wlich becme
operatonal Iam q2000 hbo c of S iS the ftMstp nm devepian
eleeroric syates ofrepeeting andfllowing a founpint a it is processed.

CmnIthn. an. motbn - areao etendie.

* NCFA age and is woking to c ollaboton bwoNetwms sd Sts As
described in your comlrept Et Qulity Rcview of Diay Facilix Two
Prmsing Apprtae a oopasti reatoship betwen die Naetk sod Snate agency
ha been established in Nework 14. In 1995, the Tesa State legislature enacted a law
reprirng all dialysis faces to be licnsed ta.orderto operte in the Stat& The legitlation
established a fomnal relationship between the Stae's Dqeatnt of Health end the NetwoA's
medio revew beard who, together wit tereml n m=ity. developed end impl ted
stan performnce messoro fir dialysis t a.lities.

* HCFA will establish specific guidelines for coordinating, moatoemg. and reporting to build a
mor cooperative relationship betwecn States sod Networks, especially in the sn of sharig
expotse to fotherprotect ESRD patris. In addition, a farding pesmits, we plan to
convene fosbas in which HCFA, Netwok sod Staw officials cm dincuss ways to partner to
cosure quality cre for ESRD p _i-

2. ECFA should foster grea aeoeontablllty of the Natworls

Develop, wthtb Inpt from t Network, a u for perfarrmancbaed evaluations of the
NeteHaris.

I

ors eeobnmtJv Ste n aeram taCs r a o ra e a drune on
atass~t~rdtb e d ,,e rfnn o p,,ee d bta to teetrene the o eeell ettnteat pesfonssanee of art=ltles; hi
their _alos and to -mm that p d neR me re meet mIht n stgudaeds ot a..

We pee with this r _ HCFA habegndis dcssioco on how we can move the
Networks ta perforance-based cantoing such a that rootly Insitted for the Peer
Review Organizaon. We wm ntinue P gthi contig hni ad inted to
have thin pences in place by 2002. As noted elsewhee in hs rep, HCFA will require
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Networks to use stadardized cnicai Iperfortance measmus to tra&c uid mocitor facility
perforrance, and to intorvene with facilitie that are poor performers.

Network accormtsblty efforts should sho focu s an how efCectivei vth Networks re ustse
a complalnt avate, na a Ralityvof-ame aufeguard

HCFA agrees that complainta should be a fnss for Netwock accuntability and ffe 8-tep
template proposed in the repant is a good worting model on which to build sttucturedi
complaint process. A workgmup is revising the ESRD Network Mauaol instructions to
coordinate definitions ud procedures with the State ageacies to make the complaint process
easier and more responsive.

Inrsesse aebile diadassee of tsfonrmatta a" the Netwarks.

HCFA wil provide the public with more infm about the role aad actvties of ESRlD
Networks through the tntetnet. We also intend to develop bronuresaabout the ESRD
Networks that would be avaiable in fcilities, at health fairs, and at other patient organization
gatherings.

2.- HCFA should foster gmteatr aecuntablitty ofthe Stat survey agene

Rstablist a means to pieiodlailly asss, the Stte e .

* State oversight for ESRD is unique because the surveyprocess far dialysis facilities is
technically and clinically complicated HCFA will asne methods to meamsa onsite
oversight of State activities. This wili include revicwig the feasiblisty of snereasing the
number of observtional sveys and using a contractor in mess the effectivesa of the
State agency surveys

Increase pub~c dislosure of Informralon On the State survev sgecnce

HCFA will explore methods fbr increasing the use of the Irtetnet to publish survey results.
We also will provide the public with more infirmeatian abott the role and activities of State
smsvey agescim The curwnt patient infasmation packet being developed for new ESRD
patients will include intfihnation on the mle and authotity of State sarvey agencies.

Technietri Cotnhent

Page 42. footnote 43

The footmkote on page 42 should be rewvitten to chuage 15 mioths for crusing hormes to 12
months, ad to add Sectin 1819 of the Social SeeitutyAct to the etatloty reference.

I
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FORUM OF END STAGB REAL DISEA NFIwonlg

My11, 2000

YmeGibb Brown, I spumr carl
Offic of lspecor Geaeral
330 adepeedeo Am S.W
Reom 50
Wushington, D.C. 2020I

Dear ML Brown,

The Forum of ESRD Netwmks appreciates te opparmeny to com=nt on dtC MspM
of the Office of the bnspector General (010) cntdcd STncl Qialley Review of
Oie Faciiti,- A Car ~ foeeer- Ae tsbitf eead ltzmal Qoelity Review
ofDialysis Fadlities, Two leinsg A Tp .F mBoaedof D os,-
ESRD Network acutive diocu and ESRD Netwock ledical Revw Bond chairs

sviwetd these tpoft Man of as d the oppoMtI toleneect with the OG stff
conductig the lnvstigation. whom we ftmdto be esirmy knowledgeable mld

mmotens, This teonse mpreszno; the sls ef-commens received fwmmForm
eodN awotepeenetivcs, mnyofwho phiivonvlot . 'Tbhrepome
well researched and those ivolhed In theirpreparation appatr to hav consideted all
rejuoa. We found theorpo to be qifte perceptive andwe en with Mont of the
fodlemg ot tin eft we hve ome atiogdl tffc iv

We agrcc thot the Conditions for Covea most be etlched end aplied
consisently thmshost the mtnT however outsome target tor hIndivdl
p fotme mesurce should neot boe apeded in the Conditions of Coverga became
of chug evidacc-based -edid Netwok and ets uvenrs tont use cIlitY
Fofil to improv overall quality of coe atd asem dht minnat sand eted 2d ae metL
Fodlifty.apecillc poces azd onumc, d5Sa sm aheady ov=ld and the Nccwozk mle
in qS tym (QI is wenl doomcme& The agsment otpAtiat
a istbhon end del documenltaton of advm vnovus ax both very Imprtant meat
dit necd don ed ct byNetwths nd tsnevc Care mut be gt.
howe , in die development of instments snd systems to addrets twI o s wer

saus to es aot to hioder the taditional nmon rolve rol of Netwoks to fostcr quality
hupruovmese and yet "se diht patsem protected e andards Of cam a'M meL

We would lie to offer dle tlowing cornts for consideration by the 010 In tbo
pmpatnio. of the filo docssenot:

5521 Ehssose Rsted * bldlt.Wss.VA 2311.5 * 80dflfl-lOf * Fes aodst7O-7351
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'I. lointiitiSurvey and Cafaton Activities

nh OM report concludes that ESRD Networks rery target poorly peforig fcili moat In need of inrvn
ThIs Is not entely acecura ESRD NDewo do rotiely. wouk with poorly perfeng faiten. Wkmi poorly
perforning acilities ar Idelifed. EM Newoft and starvy Agenes may both be involved however, the
ustie cf the intervetoma y be vasty diferL Stat survey agnies s iyrpod by edutin a sits visiL
Newsn beae of pesonl and sacelimltutiensepn with a vaity of duaina effarta. direst
corrnodence with facility leaehi and reslo l with sirel visiaion. Bosh appoce hzave been
demortrrtd to Imroethe quslity star en shold coninu to complent each other.

Th OMI har made valual contiu by advocating re operation between Netwomrk and satre agen d
by urging HCPA to give Networh the flenbility to me tieir lited resourees in a way th aan be tailored to ade
regional needs. Joint sunvys to riew poody posining it mybe an efctive me of r= Howevr,
we quesnion th useflnes of joint surveys for initial surey and certific6an. Athbe time of th initial srvey, very
Uwe exists at the cilty in te of e or prsgrns for review and tbere is litele demonstrated need for Ql
edai or otber acilons Networi staff might perfom

ta, otne, and tag fadlty surv mwt babsed on c dear doman d tea. Standards huld be set
tat nclud mpnt fiom a tall Te lion process review po nd es needed must be
a By consdeedb r befonra fi-gp-le esegndfing onfsft reviews;

.Public loseof Fcility Informadton

Th OiG report acknowledges tat Federal regulations aftd special liability protctionq for ESRD Network
Veder reglaPons pohibit diclearoe of giv smfonmss recogercinzg the imptc of confidentality
portions for complbnt Inves ea nd peer review. Pressures for public disco tuse must not dilUe or persede
privacy lawns nd Federal regulatons on sufidleality. Doing so would mormina the entire foundation of st
ESRD Netwos orgnizationas.

The efforts of the Cons er Inraion Wrkgroup, led by PRO-Wet, me not Mackowlledged in this report In their
iniiral to HCFA, PRO-West spported a minoity opinion, advocating tha facility specific oute=o
measures not be publicly repuoted t this time, due to quso Concerning the validity and timli of the da, Iak
of ae-mitx adjugsmtne end the potenrial for 'ctry-picidng' of pents

The Fure supports th responsible release of fcility specific data tat are proven to be valid timely and p Ated it
a level-that is easily underandable by the ESRD patient eConity. If tome of these data ar collected through th
Networks, validation a egies muat be in place to tasse their accuracy while preserving the non-pusitive
relaionsbip between Netwof nd providm Poer peforming providers wi ek, rtber thn avoid, Network
intrventions to imprve their public reo

3. Complaint System

The 010 noted th barriers to pa ' complnts and cknowledged the c Ilak of consistent definitions for
typeof miqurL Accamtt definidon tht dacribe t nae and level of complaint fIe inquiry, copaint, format
gievce) ust be e Stablied for fklltie, Networks, tt surveyors and HC

5
A. Tbis wM foster a greater

mnderstanding of th relevnt aimes and achieve grecon= y in the espM to Pan coceMs. Similar
issea apply to cmlainb by dialysis facility st A r compre ive yem to r edu nc the far of reciion
(asulogoas to "wbistle-lower' prolctions in other workpl ) is reqired

I
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,4. Aontablliy of Netwosamd Stae S uAgeies

The OIG01 r rtrevnisiu aperfoantce-based evaluation ytens with a goal ofhotdmg Networks mor accountable
for results that make a difference in patient caxe..". Networts (not atate survey agenctes) may be required to have
tbeirformance appraised by the ddgree to which they am able to effet performance imprFvemens in diatysis
failitic.

Tme 010 coneetly sates dt Networks have limited aWu rity to conect poor peovider performance as dommented by
fality spCific measures, yet ltter in the epot the OIG explicitly temmends that imptovent in actlty
ouCOMMI be the yordstick by which Network pormnce is appraise'= If Networks ae held .rroumtable for dialysis
facdlity peformac, they munt have tbe ntoty and re cS to effect change

The OIG repott doer not advocate d evauation system for at survey ageces Rather. the stateswill have their work poridl asssed by a Us al rop of ea ced r State surveyaenci hawve
substantial power over dialysis facilities which, to data, has beena ironntatrly applied. They have the regdtatoty
ability to invoke dmch e md even cloe diyni fcities P doxally, the evalation of d perform e of state
surveyors is not based on protest or outcomes improvement of the facilities they have surveyed or on any sort of
stndardized instrmmext

The Potat endorses the OIG's advocacy for greater cooperation between Networks and state survey agencies, the
OIG's uging HCFA to give Networks the fietibility to use teir limited resourees in a manner that is tailored to
regional aceds, ad the O 's clling for mechanim tobe developed for evaluating pef e of Networs and
state survey agencies. Tbe Fonrm s concerned. however, that Networks, which hold the lesser power of the two
oversight enities, will be evaluated based on the degree to which they can effect voluntary chage by dialysis
providers. If performance is the agreed-upon benchmark, it should be applied to both agencies. Perhaps a more
suitable approach may be to hold both agencies accountable for having methods to promote process and outrose
improvemeat, while aot holding either agency directly responsible for the mmprovemts themseles Such an
approach is more likely to foster more creative and innovative intervention activities that can beimplemented without
fear that falture will Jeopardize future f-nug.

5. Translantation

Tbe OIG report fotse on tbe review of diabsis faiieshat makes no mention of the Ntwos' resposbiity to
work with renal ramsplant centers. Responsibility for oversight of tra;npbtation programs must be articulated.
Networks have established relationships with transpltant crters bet the responsibility for tosaplant data collection
sud analysis was transferred to the United Network for Organ Sharing (UNOS) several years ago. UNOS falls ahort
at evaluating progran, performance and providing interventions for process or outcomes improvement It is currently
unclear if amy oversight is being provided to evaluate the quality of care provided to transplant patients. The Foram
considens this a potenially dangeo lapse in accountability and one that sbould be addressed in this report.

Io their QI-based Intervention activitesiNetworks emphzaie to providers that in order for quality to imprve, the
appropriate systems mast be in place to collect. analyze, end respond to data so that processes mn be evalatd in
way that will positively impact oan outcomes. Facilities often respond that the resources required for Ql (personnel
and data systems) rre exeanstie mid they question whether this investment will pay for itself over the long term.
Suoressful Ql programs have demonstrated that quality is invariabty cost--lective. ionieally. the ESRD oversight
system it facing many of the same economric issues. Revising the current regulations and/or requirements for
providers, Networks, as d state srvey gencies has the potential for improving perform ce bat will a have a cost.
Systems need to be eseated to ecfectively me: as much already emisting data as possible to provide the accountability
recammended by the OG report As reqairements for data collction transmission analysts, and feedback increase,
additional funding will be aeeded to support these efforts. Increased aumbers of site visits in collaboration with state

3
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surveyors will require that resonrces be identified to support staff travel education nd trainim& Without inoessed
rcs, the recommendations contained in the 01 reports have vemy litte choeni for onecessful amplerrntation.
However, in the long cn. cor tavings froo improved patient uteomo (decreased hospitalizaons end use of other
cosdy resourncs) rbould make on improved qality ovegt sYe -n extremely sound inveatmen.

The Forum of ESRD Networks recognizes the temenduS cffor by the OIG to produce these reports end supports the
development of nystems to improve tbe cut and quality of life for puen with ead stage renal dia Wc ndorse
the dual overnight model of Networh so umote Ql in a nonpluitivc enviruoment nd of s survey ncies to
hold providers *ccostable for ding to tadads of ct established by theCondiis of Coverage Inevitably
the separation of those functimus will blur as data collected by the Networks at nsed to prosote provider
accountability by triggering state survey activities or by release into the public domain. eand as Netwovks end ae
survey agecs thare faelltyspeeifie dato collaborate on intention activities. Nonetheless. if the proper
syotens ore established which cleary doinse properly fend, end provide accountability for Network end state survey
egency activie thiis durl has tie greatest likelihood of achieving the goal of improving the oucoes of tinta
with ESRD by bringing provider performanmc to a higher level. TMe success of innovative Network mtodels of quality
oversight as denoribed in the -rwo Innovatve Approaches report underaoren the importance of allowing the
Network, through their Scope of Work. to exorcise the discretion to tailor their program tn the needs and resources
of the region eand not using a 'one size fis alle approach to the contract de lvb. The hosta and soul of the quality
agenda of each Network. its Medical Review Board B), in a votntary organizztion composed of renal
professionals and patients from the region. Car most be taken not to srtightacket end alieate these MEBs with a
restrictive and indflxible national qualiy agenda that stifles crevity aond does not exploit the local esperlise or
addess the uniquc process is of a region. Tbc Forau is proud of the achievemuets of the Network system to date

end hopes that the OG0 repose will h the stin for a reongicering tbht promotes oven greater succeo

Sintcely,

President

4
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AWS
Association of Health Facility Survey Agencies

may 9, 2000

The Honorable June GiCbs Brown
Inspector General
Deptmarent of Health end Huma Services
AMT: Michaed Manom
330 Independence Avenue
Room 5246 Cohen Building
Washington, D.C 20201

Dear Inspector Cienertl BEwa

Thank you for the opportunity to review the two draft inspection reports on the external
quality review of distysi5 faciliti The report is generally well presented. We do note tht
while the report points out end und o whet state agerci (SAs) need to be doing and need
to improve in doing there is a ark ahoence of any mention of the direct te to funding leveld

We do agree with the findings end reconumendaions presentd i the report Furfoet we
offer the following for your considertion:

HCFA should sne aropre additional funding to states for increased survey
activity ofESRDs end implelation ofthe report recommendations.

The ESRD Conditions of articipation (CoPs) should include te requinsen to
report -edical Wisics to SA5 and spetiic data collection requirnens for
facilites to analyze ad develop plans to ft, the problem that caused the medical
qusy.

Delete reference to announced suveys on paep 7 of the OIG report

kHCFA should clarify tIe role of the networks end the SAs, end require joint
soveystcampleint invetidao under certain circumstances.

Networks and the SA should forwerd topics of aU omplain emd their retts to
each other.

- Networks should work collegially with facilities on identification of problems,
however, if little orno improvement is ser, the Network should he required to
notify the SA.

I
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lbe Honorable June Giobs Brown
spor Grrenal

May 10, 2000
Page 2

Reqie De SAtO report CoPe not in comupliede to the Networt aid require to

Network to work with toe facility in developing corective actio

Require HCFA to publish fAimlitY specific dta on tho Web t ta includessurvey

results, tansplantation rats, adequacy ernes (SaV) nd Hct average levels for tde

focility.

Require facilities to aend satisfaction surve yto patient and retrorn te to te

Network and SA

Require fcalities to, as part of pstient rights, inform patient f to name and

addof the Network and the SA in order to lodge rompilints and post toe nate

and ares of the Network and to SA on a bulletin board in toe waiting room.

HCFA bhould develop specic cireria by which to consistently evaluate SA and

Networs and ensme irmplementation is cosstim t rough its Regional Offices

New CoPs should indlude more QA componends oteir thun roe-ue ad ohu'

more euccinetly te accounrtbility for te medical director.

Againweprcit tbi opportnity to D t Plsahbe assured of our wilingae
to wk for bp ov n in quality of cre for ESRD pFt

Sincerely,

Catherhre Morrs, President
Annotation of Health Facility Survey Agescies

cc: George Grub
Elise Stein
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We wish to Iniog tw pOints to your tacmdon rep disg yotr vae mddoos You _UcSU tht t

bee *nrpong meantim f pil d mlt of iity ptfOxm d At tstime.
HCFA d Po-WeMt, with input W lorn the tut commuunity. at developing ways to trpot dam to
the secatul publiu. lre, avaibbity of sueb data is ekhtded forree by rn ll off2000.
Second,diurgitweralzcynu m * rnotbuedon ceolaviiityomedicorc
funain. wee opirst ofthostssocitedwith ch Wtt _ W culd

ctoutag you to eteee thnt httci fh.adin does ot coae at te eas of omet pasleo t ctivlties

Thank you for the appuiaiy tY to rcSPoad to yoer exceltrt pttaro Ifyou wish to disacuss thia in
fNnhoa. detail, piceas do not hesitate to contest Kris Robin, o emotivedknxto. tt 0749-2257.

Sinserely.

JoscphD. White
Presidesnt
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Endnotes

I. Section 1881(c) of the Social Security Act.

2. 42 C.F.R sec. 405 subpart U.

3. Currently, there are about 19 States with licensure laws. Glenda M. Payne, "Licensed,
Certified, Accredited: What are the Differences for the Dialysis Unit?" Nephrology News and
Issues, September 1999, 47.

4. In order to qualify, individuals must be fully insured under Social Security or be a dependent
of someone who is. In 1996, about 8 percent of individuals with ESRD who needed treatment
did not qualify for Medicare coverage. U.S. House of Representatives, Committee on Ways and
Means, 1998 Green Book, (Washington, DC: Government Printing Office), 162.

5. 42 C.F.R sec. 413.174.

6. For media accounts see: Kurt Eichenwald, "Death and Deficiency in Kidney Treatment," The
New York Times, December 4, 1995, 1; K Eichenwald, "At Big Kidney Chain, Deals for
Doctors, Ruin for Rivals," The New York Times, December 5, 1995, 1; K. Eichenwald, "Making
the System Work in Kidney Patients' Favor," The New York Times, December 6, 1995, 1;
Wayne Woolley, "Dialysis Clinic Accused of Fraud: Ex-administrator Says Sinai Facility Had
too Many Patient Deaths, Safety Infractions," The Detroit News, January 1, 1998, C l; Patrick
O'Neill, "Complaints lead to look at dialysis centers, Portland Oregonian, October 19, 1998,
B l; Patrick O'Neill, "Patients Get Wrong Mixture in Dialysis, " Portland Oregonian, February
13, 1999, Dl; Patrick O'Neill, "Dialysis problems increasing, official says, " Portland
Oregonian, February 17, 1999, Al; Patrick O'Neill, "Nerves Fray for Dialysis patients Cost-
Cutting and Ownership Changes Highlight a New Breed of Treatment Centers," Portland
Oregonian, February 23, 1999, Bl.

7. It is a common practice for facilities to reuse hemodialyzers. Facilities that reuse must adhere
to special protocols to prevent the spread of blood borne diseases.

8. U.S. Renal Data System, USRDS 1999 Annual Data Report, National Institutes of Health,
National Institutes of Diabetes and Digestive and Kidney Diseases, Bethesda, NM, April 1999:
26.

9. Health Care Financing Administration, Department of Health and Human Services,
Highlightsfrom the 1999 Clinical Performance Measures Project,
http://www.hcfa.gov/quality/3m.htm, printed February 7, 2000.

10. Ibid.
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11. William M. McClellan et al., "Variable Mortality Rate Among Dialysis Treatment Centers,"

Annals of Internal Medicine 117 (1992): 332-336; William M. McClellan et al., "Facility

Mortality Rates for New End-Stage Renal Disease Patients Implications for Quality

Improvement," American Journal of Kidney Diseases 24 (August 1994) 2: 280-289.

12. Jeffrey C. Fink et al., "Hemodialysis Adequacy in Network 5: Disparity Between the States

and the Role of Center Effects," American Journal of Kidney Diseases 33 (January 1999) 1: 97-

104; Steven D. Helgerson et al., "Improvement in Adequacy of Delivered Dialysis for Adult In-

Center Hemodialysis Patients in the United States, 1993 to 1995," American Journal of Kidney

Diseases 39 (June 1997) 6: 851-861; James A. Delmez et al., "Hemodialysis Prescription and

Delivery in a Metropolitan Community," Kidney International 41 (April 1992) 4: 1023-1028.

13. William M. McClellan et al., "Mortality in End-Stage Renal Disease Is Associated with

Facility-to-Facility Differences in Adequacy of Hemodialysis," Journal of the American Society

of Nephrology 9 (October 1998) 10: 1940-1947.

14. Pushkal P. Garg et al., "Effect of the Ownership of Dialysis Facilities on Patients' Survival

and Referral for Transplantation," The New England Journal of Medicine 341 (November 25,

1999) 22: 1653-1660.

15. Ibid, 1659.

16. USRDSAnnual Data Report: 165-167.

17. USRDSAnnual Data Report: Reference Tables, Table 1.13.

18. Mark E. Neumann, "A Buying Slowdown?" Nephrology News and Issues July 1999, 30-3 1.

19. The composite rate is not routinely updated like the rest of Medicare payments. The

composite rate was established in 1983. It was reduced by $2 in 1986 and increased by $1 in

1991. Recent legislation increased it by 1.2 percent in January of 2000, and another 1.2 percent

increase will occur in January 2001.

20. This project was previously called the ESRD Core Indicators Project. In 1998, HCFA

contracted with PRO-West, a professional review organization, to develop performance measures

based on the National Kidney's Foundation Dialysis Outcome Quality Initiative clinical practice

guidelines. As a result, the previous clinical indicators under the Core Indicators Project were

replaced with new but similar clinical performance measures.

21. Highlights from the 1999 Clinical Performance Measures Project.

22. ESRD Network of Florida (#7), 1998 Annual Report.
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23. ESRD Network of Texas (#14),1998 AnnualReport.

24. For examples of Networks that collect facility-specific data see 1998 Annual Reports for:

The ESRD Network of New England (#1), Southeastern Kidney Council (#6), The Renal
Network (#9/10), and ESRD Network of Texas (#14).

25. Social Security Act 1881(b).

26. In all of 1997 and 1998, Networks made only two recommendations to HCFA to sanction
fatcilities.'

27. If a patient health and safety issue is involved the only sanction that HCFA or the States can
take is to terminate the facility from the Medicare program. Other types of sanctions, such as
denial of payments or reduction of payments, can only be taken when the problem identified does
not jeopardize patient health and safety. See 42 C.F.R sec. 405.2180 and 405.2181.

28. Networks reported that HCFA, in one case in particular, did not support a Network's

recommendation for sanction. As a result the Network felt powerless to resolve future problems
because facilities in the area perceived that HCFA would not support the Networks. Another
Network recently tried to avoid this situation by successfully encouraging a facility to voluntarily

withdraw from the Medicare program rather than recommend sanctions to HCFA. However,
HCFA reported that they viewed this approach as the Network trying to protect the facility since
the provider can still run another facility elsewhere. Many Networks are now reluctant to take
this approach, leaving the Networks with little they can do to enforce standards beyond applying
peer pressure.

29. Social Security Act 188 1(b) (8).

30. See http://www.hcfagov/stats/pufiles.htm

31. Office of Inspector General, "Know Your Number" Brochure: Perspectives of Dialysis
Patients, OEI-06-95-00320, January 1997: 7.

32. HCFA, Network Manual, section 755.2.

33. HCFA has established complaints as a top priority for the State survey agencies; it lists
complaints third out of 12 workload priorities for the States. Fiscal year 2000 State Survey and
Certification Budget Call Letter, July 7, 1999.

34. In response to our survey, the 18 Networks reported referring 49 complaints to the State
survey agencies in 1998.
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35. Until recently there was no national database for Networks to log their complaint activity.
HCFA recently developed a central database system for the Networks, the Standard Information
Management System (SIMS), that should help standardize complaint information across all
Networks and provide national information in the future. Most Networks publish data on their
own complaints in their annual reports and some Networks even provide a breakdown by type.
The Forum of ESRD Networks conducted a national analysis on complaints in its 1997 summaxy
report that contains data from all 18 Networks. See Forum of ESRD Networks, End Stage Renal
Disease Network Program Annual Report Summary 1997: 20-21.

36. In order to conduct this review, we grouped complaints into five categories. 1) technical
issues involving clinical expertise of staff and/or water treatment etc., 2) service quality issues
involving patient comfort such as temperature, waiting times, friendliness of staff, the number of
staff available, etc., 3) educational/informational issues involving calls where individual are
looking for answers to specific questions, 4) disruptive patient issues involving violent or
misbehaving patients, and 5) unknown issues involving contacts that we could not discern their
nature from the documents we reviewed. Some complaints fit into multiple categories and were
counted as such. It is also important to note that the comprehensiveness of the complaint logs we
received varied substantially. We do not intend for this analysis to provide concrete numbers but
rather to demonstrate an overall trend.

37. One Network wrote a letter to HCFA documenting the lack of collaboration between the
State and the Network. Northwest Renal Network (# 17), Recommendations for Improvements in
the States of DHS and ESRD Networks Cooperative Relationship, September 1999.

38. Networks occasionally visit facilities to provide technical assistance, look into specific
problems, or investigate complaints. However, HCFA does not fund them to perform routine on-
site surveys.

39. Our analysis is of ESRD facilities that includes both dialysis facilities and renal transplant
centers. According to USRDS 1999 Annual Data Report p. 165, there were 241 centers
providing renal transplants in 1997. This number has been relatively stable over recent years.
Our analysis also includes both initial surveys and recertification surveys.

40. The data shows that as of the May 1999, the average time since the last survey was 3.2 years
for free-standing facilities and 4.2 years for hospital-based facilities. This suggests surveyors
may be targeting free-standing facilities, which may be subject to less external oversight than
hospital-based facilities.

41. An unpublished HCFA-funded study found a similar trend. The study showed that in 1993,
59.4 percent of free-standing facilities received a certification survey-, in 1994 36.1 percent; and
in 1995, 22.6 percent. The Lewin Group, Inc. and Johns Hopkins University, "Facility
Accreditation and Certifi cation for ESRD Study: Evaluation of the Effectiveness of the Current
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End-Stage Renal Disease Survey and Certification and the Potential of Integrating Private
Accreditation, " unpublished draft May 30,1997, for the Health Care Financing Administration.

42. Although we were unable from the data set we pulled from HCFA to determine the number
of initial versus certification surveys, HCFA did provide us with the actual number of initial
surveys conducted each year. We used the numbers of initial surveys provided by HCFA to
calculate the number of recertification surveys and found that this backlog cannot be solely
attributed to the recent growth in ESRD facilities. The number of initial surveys conducted each
year increased only 24 percent since 1993, from 221 initials in 1993 to 273 initials in 1998. But
we have seen a 72 percent decrease in the number of recertification surveys conducted each year
since 1993. In 1993, over half of all facilities received a recertification survey. By the end of
1998, only 10 percent of all facilities received a recertification survey. At this rate of 10 percent
a year, facilities will receive a recertification survey once every 10 years.

43. By statute, States must survey nursing homes once every 12 months and home health
agencies once every 36 months. Sections 1819,1919, and -1891 of the Social Security Act.

44. Fiscal year 2000 State Survey and Certification Budget Call Letter, July 7, 1999.

45. See 42 C.F. R., sec. 405.2136.

46. The Conditions do not give the medical director the authority to intervene in the care of a
patient under another attending physician, although some facilities or corporations may give such
authority. In a recent letter to a Network, HCFA stated, "Significantly, the end-stage renal
disease regulations do not explicitly empower a physician-director with the authority to take
independent action with respect to patients attended by other physicians." Correspondence to
Glenda Harbert, Executive Director of Network 14, from Kay Hall, Project Officer, Division
Clinical Standards and Quality, Health Care Financing Administration, on November 9, 1998.

47. HCFA, State Operations Manual, Section 4009.

48. HCFA offers basic and advanced training programs for surveyors regularly throughout the
year. In fact, for fiscal year 2000 HCFA has four training classes scheduled specific to dialysis
facilities. HCFA's basic training covers general topics related to the survey process in general,
as well as, important technical information specifically related to dialysis facilities.

49. The most comprehensive study undertaken of medical injuries was the Harvard medical
practice study. In that effort, the study team reviewed the records of about 30,000 patients
hospitalized in New York State during 1984. It found that adverse events occurred in about 4
percent of the hospitalizations and negligent adverse events in about I percent of the cases. See
Troyen A. Brennan et al, "Incidence of Adverse Events and Negligence in Hospitalized
Patients," The New England Journal of Medicine 324 (February 7, 1991) 6: 370-76.
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A more recent study focusing on a large teaching hospital affiliated with a medical school and
using a somewhat different methodology came up with even more disturbing results. It found
that 17.7 percent of the 1,047 hospitalized patients reviewed received inappropriate care resulting
in serious adverse events - ranging from temporary disability to death. See Lori B. Andrews et
al, "An Altemative Strategy for Studying Adverse Events in Medical Care," The Lancet 349
(February 1, 1997) 309-313.

50. Some States licensure laws, such as Texas, require facilities to report adverse events to the
State survey agency.

51. For more information see Department of Health and Human Services, Office of Inspector
General, Eternal Review of Hospital Quality: The Role ofAccreditation, OEI-01-97-00051, July
1999.

52. Facilities do report events involving medical devices to the Food and Drug Administration
and report outbreaks of infectious diseases to the Center for Disease Control and Prevention.

53. The Network evaluation form covers the 10 topic areas such as quality improvement
projects, sanctions and referrals, patient grievance, and information management. The form does
not contain any objective criteria for the project officer to use but rather leaves the evaluation up
to the project officer's judgement. For example, "C.l To the satisfaction of the project officer,
the Network has developed and implemented at least one quality improvement project in option
year 1, unless it was otherwise directed by HCFA." and "C.4.I. Where appropriate to the
satisfaction of the project officer, the Network has assisted patients and facilities in resolving
grievances."

54. The one Network that received two unsatisfactories involving sanctions and referrals.
According to the comments attached by the project officer, this Network was not making
appropriate referrals to HCFA for sanctions, was not sharing requested information with HCFA,
and was inappropriately counseling a facility to withdraw from the Medicare program.

55. Highlightsfrom the 1999 Clinical Performance Measures Project.

56. The HCFA name for validation surveys is Federal monitoring surveys.

57. In response to our series of reports on hospital quality oversight, HCFA has pledged to re-
examine the SAQIP program and reevaluate its utility as a method for oversight for State survey
agencies. In addition, HCFA intends to develop a performance measurement based system for
evaluating State survey agencies. This system would provide more direct, timely feedback to
States on clear criteria for performance. See the Office of Inspector General, The External
Review of Hospital Quality: A Callfor Greater Accountability, OEI-01-97-00050, July 1999.
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58. Of course, the accreditation system has a number of deficiencies of its own. We addressed
these in our recent reports on hospital quality oversight. See Office of Inspector General, The
External Review ofHospital Quality: A Callfor Greater Accountability, OEI-01 -97-00050, July
1999.

59. It has been suggested that the current payment policies create disincentives for facilities and
physicians to provide optimal care. Facilities receive a monthly composite rate regardless of the
length or the complexity of the dialysis provided. Similarly, Medicare reimburses nephrologists
at a monthly, capitated rate regardless of the complexity of the patient's condition or the
frequency of visits. In addition, physicians may bill separately for inpatient hospital visits the
same as other inpatient stays, which are not capitated. This often results in a financial benefit for
nephrologists when their patients are hospitalized.

Others have also pointed out that the fragmented payment system makes it difficult to focus
accountability. Facilities and nephrologists each receive separate payments from Medicare. Yet,
each depends on the other to perform its function. The nephrologist must determine the
appropriate treatment regimen and the facility must carry it out correctly in order for the patient
to receive adequate care. Yet, Medicare payment policy does not hold the facility or the
nephrologist accountable for working together.

In 1991, Congress asked the Institute of Medicine (IOM) to determine the impact that the
reimbursement rate had had on the quality of care. Although the IOM found no demonstrative
evidence that the reimbursement rate was impacting negatively on quality, it did find suggestive
evidence. As a result, it recommended that "a quality assessment and assurance program should
be implemented." In June of 1999, the Medicare Payment Advisory Commission recommended
an increase in the composite rate in order to improve the quality of dialysis care. It further
recommended that nutritional therapies for dialysis patients be under a separate payment in order
to encourage facilities to provide the appropriate nutritional payments. More recently, in March
2000, the Medicare Payment Advisory Commission, again called for an increase in the
composite rate, as well as to risk adjust payments for patients enrolled in Medicare+Choice.

For further discussion on this topic, see the following articles: Alan Hull, "Impact of
Reimbursement Regulations on Patient Management, "American Journal of Kidney Diseases 20
(July 1992) 1 suppl. 1: 8-11; Allen Nissenson and Richard Rettig, "Medicare's End-Stage Renal
Disease Program: Current Status and Future Prospects," Health Affairs 18 (January/February
1999) 1: 161-179; Eli A. Friedman, "End-Stage Renal Disease Therapy: An American Success
Story," Journal of the American Medical Association 275 (April 10, 1996) 14: 1118-1122; Renal
Physicians Association correspondence to Murray K Ross, Executive Director of the Medicare
Payment Advisory Commission, May 10, 1999; Medicare Payment Advisory Commission,
Report to the Congress: Selected Medicare Issues, June 1999, 135-148; Medicare Payment
Advisory Corrunission, Report to the Congress: Medicare Payment Policy, March 2000, 129-
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147; Institute of Medicine, Kidney Failure and the Federal Government (Washington, D.C.:
National Academy Press, 1991), 17.

60. Mark R. Chassin et. al., "The Urgent Need to Improve Health Care Quality: Institute of
Medicine National Roundtable on Health Care Quality, " Journal of the American Medical
Association 280 (September 16, 1998) 11: 1000-1005.

61. In 1995 HCFA did rewrite the interpretive guidelines that offer directions to State surveyors
to determine compliance with the Medicare Conditions for Coverage. The new guidelines
increased the focus on patient-care processes and outcomes.

62. The Joint Commission on Accreditation of Healthcare Organizations (JCAHO) standards for
hospitals articulate the responsibility of the governance body. The TransPacific Renal Network
(#17) is actually looking to adapt the JCAHO standards for use for dialysis facilities in its region.
HCFA proposed Conditions of Participation for hospitals also address this issue.

63. The June 17, 1996, draft of the Conditions for Coverage for dialysis facilities moves in this
direction: "Condition: Governance. The dialysis facility is under the control of an identifiable
governing body or designated person(s) so -functioning, with full legal authority and
responsibility for the governance and operation of the facility, the management and provision of
all dialysis services, fiscal operations, relations within the ESRD N4etworks, the development of
policies on patient health and safety, and the quality assessment and performance improvement
program. The governing body must appoint a qualified administrator who is responsible for the
daily operations of the facility."

64. The draft Conditions for dialysis facilities move toward holding the medical director more
accountable by inserting, "The dialysis facility must have a medical director who is responsible
for the overall delivery of patient care and outcomes." The current Conditions of Participation
for nursing homes have similar language, and concerns have been raised about how to interpret
this language: "The facility must designate a physician to serve as medical director. (2) The
medical director is responsible for--(i) implementation of resident care policies; and (ii) .The
coordination of medical care in the facility." (42 C.F.R., sec. 483.75(i))

65. The draft Conditions for dialysis facilities address this issue, "Standard : Furnishing data and
information for end-stage renal disease program. The dialysis facility furnishes data and
information in the manner and at the intervals specified by the Secretary, pertaining to its patient
care activities and costs for administration of the program." This may suffice as long as it is
interpreted to include patient outcomes. We do not suggest that HCFA write into the Conditions
specific outcomes or minimums facilities must meet. This will not allow for timely updates as
scientific knowledge advances.
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66. The draft Conditions for dialysis facilities also address this issue. "Condition: Quality
assessment and performance improvement The dialysis facility must develop, implement,
maintain and evaluate an effective, data-drive, quality assessment and performance improvement
program. The program must reflect the complexity of the dialysis facility's organization and
services (including those services provided under arrangement). The dialysis facility must take
actions that result in improvements in the facility's performance across the spectrun of care."

67. Several national corporations collect health status and patient satisfaction data routinely from
facilities nationwide. Several Networks also view patient satisfaction as an important measure of
quality. lFor example, The ESRD Network of New England (#1) developed a patient satisfaction
survey for facilities to use and the ESRD Network of Florida (#7) requires facilities to monitor
patient satisfaction in its "Criteria and Standards for Facilities."

68. HCFA currently has three projects underway to develop and implement an extensive
computer system that will allow the electronic transmission of large quantities of data between
facilities and Networks, and Networks and HCFA. The creation of the Renal Management
Information System (REMIS) is the first project. This project will establish a new database to
replace the outdated Renal Beneficiary and Utilization System (REBUS). REMIS will house all
HCFA data on ESRD patients in one central database and allow for easier analysis of the data.
According to HCFA's schedule, it will be up and running sometime during the summer of 2000.
The Standard Information Management Systems (SIMS) is the second project in this arena.
SIMS, which is scheduled to be as of December 1999, will connect all Networks with one
another and HCFA through a computer network. The third project, the Vital Information System
for Improvement of Outcomes in Nephrology (VISION), will develop software to electronically
link facilities with the Network to facilitate electronic data reporting. HCFA anticipates pilot
testing VISION early in the year 2000, with roll out to all facilities in 2001. This entire system
will electronically connect dialysis facilities to Networks, Networks to other Networks, and
Networks to HCFA.

69. HCFA has funded, through the Colorado Foundation for Medical Care, the University of
Michigan Kidney Epidemiology and Cost Center to produce facility-specific reports similar to
the unit-specific reports generated previously by the United States Renal Data System. See
www.med.umich.edu/kidney for more information.

70. HCFA has contracted with the Colorado Foundation for Medical Care to develop facility-
specific reports for State survey agencies to select facilities for surveys and to use to focus their
survey when on site. In the spring of 2000, HCFA plans to pilot test these reports with 8 States.
HCFA has contracted with PRO-West to develop facility-specific reports for the public. These
reports will be available sometime in the year 2000.

71. The Institute of Medicine called for HCFA to relate "major Conditions for Coverage to
patient outcomes." Kidney Failure and the Federal Government, 295. We are concerned that
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the current language in draft Conditions may be too explicit We suggest that HCFA not include
in the regulations specific performance measures with specific minimums that facilities must
meet. Instead, we suggest more flexible language that can allow for quicker revisions as medical
knowledge progresses. The draft Conditions state: "Standard: Performance expectations. The
interdisciplinary team must adjust the care plan and implementation strategies as assessment,
response, and patient preference information requires. If the patient is unable to achieve the
desired health outcomes, the appropriate member of the interdisciplinary team must provide an
explanation. If the desired health outcome is achievable but is not being achieve, the
interdisciplinary team must develop and implement an improvement program to achieve and
maintain the patient's desired level of general health ...The interdisciplinary team must assist and
support the patient in achieving and maintaining a desired dose of dialysis. The patient must
receive at least a delivered Kt/V not less than 1.2 (single pool) or a urea reduction ratio of at least
65 percent for a majority of treatments each hemodialysis patient."

72. For an argument in support of the release of mortality information see: John M. Newmann,
"Why Should HCFA Release Center-Specific Mortality Information to Patients?" Nephrology
News and Issues, November 1999, 13-14.

73. See HCFA's Medicare Compare at httpJ/www.medicare.gov/comparison, and Nursing
Home Compare at http:/lwww.medicare.gov/nursing/home.asp..

74. Medicare Payment Advisory Commission, Report to the Congress: Medicare Payment
Policy, March 2000, p 142.

75. The Lewin Group, Inc.. and Johns Hopkins University, Facility Accreditation and
Certif cation for ESRD Study: Evaluation of the Effectiveness of the Current End-Stage Renal
Disease Survey and Certif cation and the Potential of Integrating Private Accreditation, also
called for a standard survey frequency and recommended it should be once every I or 2 years.

76. The President's proposed budget for fiscal year 2001 for the Department of Health and
Human Services calls for a 14.4 percent increase over the fiscal year 2000 appropriated budget
for survey and certification activities. This funding will HCFA "to decrease the survey intervals
for ESRD facilities and non-accredited hospitals from once every six years to once every three
years."p 87-88, released February 7, 2000.

77. Institute of Medicine, To Err is Human, Building a Safer Health System (Washington, D.C.:
National Academy Press 1999).

78. The Renal Physicians Association and the Forum of ESRD Networks have created a
workgroup to examine issues of patient safety in dialysis facilities.
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79. Colorado publishes on the Internet facility-specific reports on complaint investigations and

"occurrences" which include medical injuries. These reports provide a description of the event
and the facility's response and the State's evaluation.
See http://www/hfd.cdphe.state.co.uslinfo.asp.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Health Care Financ.ng Administrat,

The Administrator
W.shington. D.C. 20201

The Honorable Charles Grassley
Chairman, Senate Special Committee on Aging
Washington, DC 20510-5400

Dear Chairman Grassley

Thank you for your letter of April 24, 2000, regarding End Stage Renal Disease. Our End Stage
Renal Disease (ESRD) networks, in partnership with the renal community, are working to
improve quality in dialysis centers.

Overall, our efforts have had some measurable success. For example, between 1993 and 1998
the percentage of ESRD patients with adequate hernatocrit (red blood cell) levels increased from
46 to 83 percent. Additionally, in the same time period, the percentage of patients receiving
adequate dialysis increased from 43 to 74 percent. Finally, we know from the U.S. Renal Data
System, a joint Health Care Financing Administration and National Institutes of Health project,
the overall one year mortality rates for dialysis patients decreased from 24.9 deaths per 100
patient years in 1990 to 22.8 in 1997. This is largely due to the efforts of the Department of
Health and Human Services and the renal community.

Despite this progress, there continue to be weak performing dialysis facilities. However, the
networks are working aggressively with these dialysis facilities to improve their care. In
addition, we intend to publish new conditions of coverage for dialysis facilities that will
strengthen requirements in early 2001.

Please note, the President's FY 2001 budget would dramatically increase the funding level for
surveys of ESRD facilities from $2.2 million to $6.3 million. This funding level would allow us
to decrease the time between surveys from every six years to every three years and increase the
number of surveys from 956 to 1,847 in FY 2001.

Below please find a list of your letter's specific inquiries, and the answers or the references to the
attached materials, which correspond to those inquiries. I hope you find this information helpful.
Please contact Don Johnson (202-690-5500) in my Office of Legislation if you have further
questions.

Sincerely,

Nancy-Ann Min DeParle
Administrator

Attachments
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We believe that you would like a high level of detail from primary source documents, and
have attempted to provide the same in the following and the attachments.

1. A detailed description of the relationship between the Health Care Financing
Administration and the End Stage Renal Disease Networks.

ESRD Networks are under contract to HCFA to help the ESRD program under a set of
requirements laid out in their statement of work. The specific conditions are described in the
following items in the attached packet. They include information on contract oversight,
performance review, and organizational conflicts of interest.

I. Statement of Work (Section C-I of the 7/1/97 - 6/3/00 ESRD Network contract)
2. Exhibit F- I (attached to C-I) -- Schedule of Deliverables
3. Section G - Contract Administration Data - information on contract oversight
4. Section H - Special Contract Requirements - information about

performance review and organizational conflicts of interest
5. Section 1881 of the Social Security Act
6. ESRD Network Statement of Work for the period 7/1/00 - 6/30/03

2. A list of the names, titles, divisions, addresses, and telephone numbers of those
individuals within HCFA responsible for overseeing the ESRD Networks.

Our Administrator, Nancy-Ann Min DeParle, bears ultimate responsibility for HCFA's
activities, and her Deputy Administrator is Michael Hash. Jeffrey Kang, M.D., is the director
of our Office of Clinical Standards and Quality, wherein the day-to-day responsibility for
overseeing ESRD Networks resides. His deputy director is Robert Streimer. Stephen Jencks,
M.D. is the Director of the Quality Improvement Group within the Office of Clinical
Standards and Quality, which oversees the ESRD Networks directly. In addition, our 10
regional offices and the four consortia into which the regions are grouped coordinate
communications with the Networks.

To better place these people in the context of HCFA as an organization, please see the
following attachments.

7. Organizational Chart for the Health Care Financing Administration
8. Organizational Chart for HCFA's Office of Clinical Standards and Quality

3. A detailed description of the structure of the ESRD Networks.

In reply to this request, we believe that the statement of work discussed above, as well as the
following two attachments, provide a detailed description of the structure of the ESRD
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Networks. In general, there are 18 Networks, each governed by an Executive Director, a
Chairperson, and a Medical Review Board Chairperson. Additionally, they have staff such as
Medical Quality Managers, Data Clerks, and Project Coordinators.

5. Section 1881 of the Social Security Act
9. Forum of ESRD Networks 2000 Directory

4. A description of the processes HCFA undertakes to ensure that the ESRD Networks are
properly providing patient care.

Networks do not provide direct patient care, dialysis and transplant facilities do. HCFA
contracts with 18 geographically designated Network Organizations for the purpose of
improving the quality and effectiveness of ESRD patient care. They do not actually provide
care to beneficiaries. They work with ESRD dialysis and transplant facilities within their
respective regions. It is within these facilities that patient care is delivered. Patient care on
an individual basis is further monitored within the facility by the beneficiaries' physicians.
HCFA does oversee the networks through project and contract officers, who hold the
Networks accountable.

3. Section G - Contract Administration Data, pages 11 -12.

In addition, beginning in 1994 HCFA took a leadership role in developing clinical indicators
to assess the quality of care for dialysis patients. Through the ESRD Networks, we have
collected clinical indicators/measures on a national sample of dialysis patients in the areas of
adequacy of dialysis, anemia management, and serum albumin; vascular access measures
were added in 1999. The data are collected annually and a detailed report describing the
findings at the national and regional levels is disseminated to all dialysis providers for their
use in identifying opportunities for improvement. A national patient sampling approach,
stratified by Network area for the hemodialysis patient sample, was chosen initially because
of the workload burden on dialysis facilities and the ESRD Networks in using a hard copy
reporting system. Using this national sampling approach, we have been able to document
every year since 1994, improvement in the number of dialysis patients achieving the
benchmarks for these clinical indicators. We believe that this approach has been successful in
improving care for dialysis patients. Dialysis providers have found these measures and the
annual distributed report of findings to be a valuable tool in assisting them to improve care.

By 2001, we plan to collect these measures on all patients from all providers so that we will
have facility-specific data that can be used to assess facility compliance, to assist facilities to
improve care, and to report to the public facility-specific performance. We are working on
developing a system that will allow dialysis facilities to collect and report these data
electronically to HCFA. We anticipate pilot testing this electronic system in 2000 with
national implementation in 2001.

Additionally, as mandated by the Balanced Budget Act of 1997, HCFA (under a contract with
PRO-West) developed sixteen clinical performance measures (CPMs) in the area of adequacy
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of hemodialysis, adequacy of peritoneal dialysis, anemia management and vascular access.
The collection of these CPMs was pilot tested in 1999 by the ESRD Networks using a
national sample of dialysis patients. In 2000, these CPMs will again be collected by the
Networks for quality improvement purposes, on a national sample of patients. Also in 2000,
the CPMs will be collected from all dialysis facilities on all patients through the electronic
reporting system. Once we are comfortable with the accuracy of the data, we would report to
the public on facility-specific performance measures based on these 16 measures.

5. A detailed description of the dialysis patient complaint resolution process.

The dialysis patient complaint resolution process is described in the ESRD manuals that we
have attached. They represent the current complaint resolution process, and we have a
workgroup that is examining how to strengthen the complaint resolution process and
alternative dispute resolution processes for beneficiaries and Networks.

10. ESRD Network Organizations Manual
11. Section 3280 of the State Operations Manual - Investigation of Complaints Against

Other Than Accredited Organizations and Providers

6. A copy of the HCFA reimbursement guidelines provided to ESRD Networks and their
facilities.

HCFA reimbursement guidelines are included in the attached Chapter of the Provider
Manual. ESRD Networks do not play a role in payment to facilities. The manual explains in
detail how the composite rate works, separately billable items, as well as the exceptions
process, which allows the facilities to apply for reimbursement above the composite rate if
they meet certain criteria.

12. Chapter 27 of the Provider Reimbursement Manual

7. A copy of any HCFA guidelines given to the ESRD Networks and their facilities
regarding re-use of dialyzers and any research or studies upon which these guidelines
might have been based.

Attached are the HCFA regulations on re-use of dialyzers. Additionally, attachment 20
contains information on what state surveyors would look for regarding re-use, beginning on
page H-7. The attached American Joumal of Kidney Diseases article will provide you with
research information behind our guidelines.

13. 42 CFR Subpart U -Conditions of Coverage for Suppliers of ESRD - Section 405.21 10-
405.2113 relating to networks and section 405.2150 relating to reuse.

14. American Journal of Kidney Diseases Article, Am I Kidney Dis 23: 692-708
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8. A copy of any HCFA guidelines regarding the amount of time a patient should be on
dialysis, in terms of hours and times per week.

The amount of time a patient should be on dialysis is not addressed in HCFA guidelines. In
fact, only a physician may write a prescription for the amount of time, based on his or her
experience, the patient's condition and unique characteristics such as age and weight, and
based on certain clinical guidelines. For an example of guidelines, we have included the
1999 Annual Report ESRD Clinical Performance Measures Project (in particular, pp. 28 -
29) and a complete set of Dialysis Outcomes Quality Initiative Clinical Practice Guidelines,
which establish best practice guidelines.

15. 1999 Annual Report ESRD Clinical Performance Measures Project
16. Reference Page: Complete Set of Dialysis Outcomes Quality Initiative Clinical Practice

located at http://www.kidney.org/professionals/doqi/doqiI
17. Highlights from the 1999 ESRD Clinical Performance Measures Project

9. A copy of any HCFA guidelines regarding conflict of interest where ownership of
dialysis facilities is concerned.

HCFA guidelines regarding conflict of interest are being addressed in a proposed rule
(attachment 17). That proposed rule implementing the Physician Self-Referral Law, which
entails a much broader range of issues than just ESRD, has been the subject of much debate.
We hope to finalize that rnle this year. In addition to your requested information,
organizational conflicts of interest are discussed in special contract requirements, which we
have included for your review.

18. Physician Self-Referral Law Proposed Rule (63 Fed Reg 1659, Jan. 9, 1998)
p. 1661,1662,1723, and 1724.

4. Section H.9 - Special Contract Requirements - contains information about
organizational conflicts of interest

10. A detailed description of the survey process used for ESRD facilities, including but not
limited to: the regularity of surveys, the survey methods and criteria used, types of
citations, and statistics on facilities cited and/or terminated from the program.

As indicated above, we have funding in FY 2000 to perform surveys on a six-year cycle.
Attached is a chart on the number of surveys performed in 1993 - 1999, as well as a list of
deficiencies described in tag number order. Also, please see the HCFA survey procedures
and guidelines, which provide detailed information on the administration of surveys.

19. Chart of ESRD Survey and Certification Data - Number of Surveys Performed
20. Comparison of Deficiency Pattems in tag Number Order for All 50 States and

Nationally - Deficiency Listing for ESRD Facilities
21. Survey Procedures and Interpretive Guidelines for ESRD Facilities
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11. A copy of any reports or studies comparing the various treatment modalities associated
with ESRD (i.e., home hemodialysis, in-center hemodialysis, peritoneal dialysis).

To address the question of studies comparing various treatment modalities, we have included
several attachments. These include a discussion of Medicare spending for each modality,
comparative charts of the different treatments available (such as transplants, in-home and in-
facility, by state, as well as total numbers on different modalities such as hemodialysis and
several different types of peritoneal dialysis), and a broad discussion of modalities.

22. Chapter X of 1999 U.S. Renal Data Systems Annual Report
23. 1998 Facility Surveys Table from the HCFA ESRD Program Management and Medical

Information System - Types of Transplants
24. 1998 Facility Surveys Table from the HCFA ESRD Program Management and Medical

Information System - Facility compared with Home Treatments by State
25. 1998 Facility Surveys Table on Dialysis Treatment Modalities and Kidney Transplants -

Total numbers on different modalities
15. 1999 Annual Report ESRD Clinical Performance Measures Project - Broad discussion

of modalities

12. A breakdown of types of ownerships, i.e., for-profit, non-profit, non-profits associated
with medical centers, or any other classification that HCFA may maintain for ESRD
facilities.

The National Listing for Medicare Providers Furnishing Kidney Dialysis and Transplant
Services January 1999 includes on Page 5 for Table 3 the Number and Percent of Approved
ESRD Providers, By Type of Ownership. As you can see, the percentage of for-profit
facilities has grown over the years.

26. National Listing for Medicare Providers Furnishing Kidney Dialysis and Transplant
Services January 1999

27. Page 5 of the National Listing for Medicare Providers Furnishing Kidney Dialysis and
Transplant Services January 1999

13. A list containing the names of all ESRD Facilities by state.

The following attachment presents all ESRD facilities by state. It was produced on March
22, 2000, from the Online Survey and Certification And Reporting System. Included are
names, addresses, and telephone numbers, as well as county codes. There generally is about
a o00 facility net increase per year.

28. Current List of All ESRD Facilities from the Online Survey and Certification And
Reporting System as of 3/22/00.
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14. A quantification of the total number of ESiRD patients in the United States, also by
state.

For a quantification of all ESRD patients by state, please refer to the following Facility
Surveys Table. The number of ESRD patients has grown steadily at about 6% a year.

24. 1998 Facility Surveys Table - Dialysis Treatment Setting of ESRD Patients by State

15. Any other information you feel would be of assistance to our investigation.

It may be helpful for you to examine the ESRD Network Program Annual Report Summary.
It is an excellent summary of the Annual Reports submitted to HCFA by ESRD Networks,
and covers Calendar Year 1998.

29. ESRD Network Program Annual Report Summary

6
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food eod Drug Administration

JUN - 8 2000 sokuillo MD 20857

The Honorable Charles E. Grassley
Chairman, Special Committee on Aging
United States Senate
Washington, D.C. 20610-6400

Dear Mr. Chairman:

Thank you for your letter of April 28, 2000, co-signed by
Ranking Minority Member John Breaux, Special Committee on Aging,
regarding investigation by the Special Committee on Aging of the
Medicare program and the quality of care provided by its End
State Renal Disease Program. We regret the delay in responding
to your letter.

The information you have requested follows.

1. A description of the process by which hemodialysis dialyzers
are approved for use (and under what conditions) by the Food
and Drug Administration (FDA).

FDA classifies medical devices into one of three classes on the
basis of risk, Class I being the class of least risk and Class
III being the class of greatest risk. A Class I or II device
must have a cleared Notification of Intent to Market a Device
(510(k)) prior to marketing (unless exempted from this
requirement). A Class III device must have an approved
premarket approval application (PMA) prior to marketing.

Hemodialyzers are classified as either Class II or Class III as
defined by 21 CFR 876.5820 or 876.5860. The determination as to
whether a dialyzer is placed into Class II or Class III is based
on the permeability of the dialyzer membrane to water.
Dialyzers with water permeability greater than 12 ml/hr-mm Hg
are called "high permeability dialyzers" and are placed in
Class III. This classification was based upon the increased
risk for excessive fluid loss posed by these devices. Dialyzers
with water permeability less than 12 ml/hr-mm Hg are called
"conventional dialyzers" and are Class II. FDA has proposed to
reclassify high permeability dialyzers from Class III to
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Class I}. This decision was based upon our increased experience
and knowledge of these devices, and upon our ability to devise
special controls for these devices that address the risks to
health identified by the original classification panel.

Recommendations for the content of 510(k)s for dialyzers are
outlined in a guidance document enclosed at Tab A. This
guidance is currently in draft form.

Since 1997, FDA has required manufacturers who market dialyzers
to clinics that reuse their dialyzer (on the same patient) to
label the dialyzer for multiple use. The labeling requirements
are described in a guidance document, entitled "Guidance for
Hemodialyzer Reuse Labeling." manufacturers are required to
provide the results of bench and clinical testing of the
dialyzers after the first use, and after 1, 5 and 15 reuses. A
summary of this information appears in the device labeling,
along with instructions for reprocessing the dialyzers by at
least one validated method. Additional guidance on how to best
conduct the bench and clinical tests was provided in an
accompanying document entitled "Frequently Asked Questions on
the Guidance for Hemodialyzer Reuse Labeling" that was widely
disseminated to industry and other interested parties. Both of
these documents are enclosed at Tab B.

To date, FDA has received 12 premarket notification submissions
from five different manufacturers that contain hemodialyzer
reuse labeling.

2. Any studies relating to the merits of the reuse of dialyzer.

Numerous studies have appeared in the published literature that
address the risks and benefits of dialyzer reuse. In
particular, the National Institutes of Health (NIH) is involved
in two large, multicenter studies on the safety of dialyzer
reuse. Literature articles describing these are enclosed at
Tab C.

FDA has conducted an analysis of all available data on
hemodialyzer reuse, including data that were submitted in the
hemodialyzer reuse premarket notification submissions. This
study was funded under a special CDRH review research
initiative. The purpose of the study was to evaluate the
potential effects of reprocessing and reuse on dialyzer
performance. The analysis will also be used internally to guide
future revisions of the hemodialyzer reuse guidance document
referenced above. The findings from this study were presented
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in abstract form at the American Society for Artificial Organs

Annual Meeting in April 1998, and in an internal scientific

presentation on hemodialyzer reuse in April 2000. A description

of the abstract and a copy of the presentation materials are

enclosed at Tab D.

3. Any guidelines the FDA has provided to medical practitioners

regarding the reuse of dialyzers.

The hemodialyzer reuse guidance document referenced above

requires manufacturers to provide users with instructions on how

to safely reprocess their dialyzers using at least one method.

This labeling was extensively reviewed by FDA during the

premarket review process. The availability of dialyzer reuse

labeling should improve the safety of hemodialyzer reuse in the

United States by giving the prescribing physician instructions

for how to perform reprocessing on each manufacturer's dialyzer.

In addition, by providing a summary of the bench and clinical

data on the labeling, the physician can quickly assess the

effects of a particular reprocessing method on key hemodialyzer

-performance characteristics.

4. An explanation of when a dialyzer manufacturer may label its

product "one time use only" and the clinical significance of

the use of such a label beyond one use.

Manufacturers may elect to label their dialyzers "single use

only", however, they should not then knowingly market their

dialyzer to clinics that they know practice reuse of their

dialyzer. If a physician chooses to reprocess and reuse a

dialyzer labeled "single use only", it would fall under the

"practice of medicine" and therefore would be the responsibility

of the individual physician or clinic to ensure that

reprocessing and reuse is properly conducted.

5. Any guidelines the FDA has provided to medical practitioners

regarding the sterilization/cleaning (reprocessing) of dialyzers.

FDA has provided guidance on reprocessing of hemodialyzers in a

document entitled "Quality Assurance Guidelines for Hemodialysis

Devices" (February 1991). A copy of the relevant section,

Chapter 10, Hemodialyzer Reuse, is enclosed at Tab E. In addition,

as discussed above, the FDA has worked extensively with dialyzer

manufacturers to include reprocessing instructions on their device

label.
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6. A description of the process by which a defective dialyzer is
reported to the FDA and what actions the FDA takes once such a
report is made.

Medical Device Reporting (MDR) 421 CFR 803) is the mechanism for
FDA to receive significant medical device adverse events from
manufacturers, importers and user facilities, so they can be
detected and corrected quickly. Medical device user facilities
and manufacturers must report deaths and serious injuries to which
a device has or may have caused or contributed, and manufacturers
must also report certain device malfunctions. Additionally, user
facilities and manufacturers must establish and maintain adverse
event files and must submit to FDA specified follow-up and summary
reports. FDA uses these reports to identify unknown or rare
adverse events and trends, among other things, that would warrant
corrective action. Ultimately, a device may be recalled.

7. A list of incidents reported to the FDA regarding defective
dialyzers. Please include a brief description of the complaint
and the steps that were taken to resolve the complaint.

FDA does not investigate and resolve every individual complaint
received about any device. A summary of hemodialyzer adverse event
reports found in the Manufacturer and User Device Experience (MAUDE)
database is enclosed at Tab F.

8. Any other information you feel would be of assistance to our
investigation.

In September 1999, FDA held a scientific symposium to discuss
the latest clinical and scientific findings on hemodialyzer
reuse. Speakers were invited from academia and NIH. A copy of
the handouts from the symposium is enclosed at Tab G.

Thanks again for contacting us about this matter. If you have
further questions, please let us know. A similar letter has
been sent to Senator Breaux.

Sincerely,

Melinda K. Plaisier
Associate Commissioner

for Legislation

Enclosures (7)
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Statement of Carol A. Keller, MPA, Omaha, Nebraska

I am writing to share my opinions regarding the current state of dialysis care. For
over 26 years I have had end stage renal disease (ESRD) with experience as a hemodialysis
patient for approximately 8 of those years. For more than 3 years now I have been a home
hemodialysis patient. I have also had two transplants, one in 1977 lasting 13 years and the
other in 1993 lasting less than four years. From my initial dialysis experiences to the
present day I have observed a remarkable difference in the quality of care provided at some
dialysis units. I would like to emphasize that my current providers give me excellent care.
Unfortunately I have had dialysis treatments at other units in the past and when I travel I
have experienced significant quality of care issues. For the past 17 years I have worked in
hospital administration positions. During the past 7 years I have been working as the
Performance Improvement Coordinator for the Veterans Affairs Nebraska-Western Iowa
Health Care System. My experience in the renal community has included: National Kidney
Foundation Trustee and Officer in local affiliates; American Kidney Fund Committee Chair;
Founder and Donations Coordinator for a children's kidney camp; and, serving on the
Medical Review Board of an ESRD Network and conducting an exercise rehabilitation
program.

There are many issues that your Committee could address regarding the quality of
care for dialysis patients. I believe that the following topics are priorities for improving the
state of dialysis care to enhance patient outcomes, which I believe should be the primary
goal of providing dialysis services. While I work in the quality improvement field and
support improvement initiatives for dialysis care, many of the dialysis processes still need
to have quality control issues monitored and reviewed to ensure consistent care is provided.

* Patient Safety: Consistent staffing levels for all shifts and training requirements for all
staff. Standardized infection control and surveillance practices, including general
cleaning and sanitation procedures. Reuse practices and patient right of refusal to
reuse.

* Patient Education: Access to information and health care staff (dietitians, social
workers, and physicians). Ongoing use of quality of life assessment tools and outcome
measures. Ongoing patient involvement in care plan. Access to support groups or
other mechanism for patient assistance. Availability of all treatment options. Provision
of rehabilitation services at units including vocational rehabilitation, exercise, and self-
care options.

* Medicare Provisions: Review length of time before Medicare becomes primary insurer
(now S0 months for employed patients). Review patient compliance issues (shortened
treatments, diet & fluid intake, skipped treatments, etc.) as patient's responsibility for
Medicare to make payment. Review patient quality of life issues (nursing home
patients, futile treatment) when providing treatments. Review receipt of other
government benefits for patients without employment and refusing rehabilitation
services. Include component specific to patient rights and responsibilities for patients
and units to comply.

Please feel free to contact me for additional information. Thank you.
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Statement of Dale Ester

I have been thinking about ways to make the dialysis experience
a better environment for all ESRD patients. I have enclosed my
views/opinions and am certainly willing to discuss them at a
later date. These notes can be used for testimony too.

1) ALL patient care technicians need to be certified
(registered in a manner similar to Registered Nurses) to become
eligible to work in a dialysis setting providing medical
service to patients. Current patient care technicians can come
from anywhere and require no medical background or a high school
diploma. A hair-dresser has more certification and schooling-
training to go through to be able to provide service to clients
than do the dialysis technicians who have real 'lives, in their
untrained hands.

2) Patient to Patient care technician ratio should never exceed
a maximum of 4:1 due to the inability of being able to properly
render adequate medical attention to the safety of the patient
in a crisis of life-threatening consequence. Currently, the
ratio goes up to 8:1 and no one seems concerned except for the
patients who are fearful of the risk they are being forced to
endure.

3) There is no incentive for dialysis units to perform better
as there is little intervention from the government to make them
perform better. Although DOQI is a voluntary guideline, it is
not mandated to be delivered to patients as law, thus many
service providers simply continue do as they please because the
government established such low levels of 'minimum care' as
the only standard they have to meet to receive payment for
services rendered. The bare-minimum standards need to be
raised so patients receive a better health standard report
enabling them to enjoy some quality-of-life issues.

4) An improved grievance policy needs to be constructed. I
suggest a national grievance committee to hear complaints from
patients and then acts upon those complaints in a responsible
and effective manner. Too often the ESRD Networks side with
the dialysis providers to ease the complaint strife on hand.
Who really currently stands up for the dialysis patient when
they have a legitimate complaint? No one. And if by chance
someone does look into the complaint, the patient is eventually
labelled as a troublemaker in their chart and from that point
onwards, rarely receives any improvement in care. In fact,
reprisals and repercussions usually are forced upon a patient
who makes a complaint, in essence, to keep the patient in
provider control. The threat of harm is the most often used
reprisal. and yet, no one outside of the dialysis industry
listens to realize the practice is real. It does happen. It
happened to me. We need to establish a systematic way of
handling complaints without fear of reprisal for making
suggestions aiming to improve dialysis care. The ever
omnipotent dialysis provider needs to realize the patient is
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not the last thing on their list of priorities, but should be
the first.

5) I believe dialysis patients should sign for their daily,
weekly, or monthly dialysis treatment sessions before the bills
are vent in for payment. Too often I fear many bills go to
Medicare and are potentially invalid as to drugs used or
services rendered (in other words, fraud likely exists but
who ever checks?). Who would be better able to justify what
happened at the treatment session than the patient who was in
the treatment firsthand. If patients were able to treat their
Medicare dollars as if was their own out-of-pocket money, I
doubt such elusive bills for untold amounts of hipocracy would
ever occur. The Medicare system could rightfully save billions
of dollars annually just by having the patient "confirm by
signature" what is being billed to their medicare number
substantiating the services billed/drugs administered actually
occurred. -

6) More governmental inspections of dialysis units should occur,
and they should be thorough inspections which arrive unannounced
at any time during the working schedule. There is too much
failure in the system when it allows a dialysis provider/unit to
"know" when an inspection is about to occur, generating the unit
to administrate an immediate ability to clean up the area and
get everything in order as if this one day inspection makes the
unit able to pass muster for years worth of vagrant medical
failures and lack of aseptic conditions/techniques. The idea is
to make the unit more responsible so patients can enjoy the
atmosphere of cleanliness and safety with no fear about
potential health risk because the unit simply is busy and
doesn't care enough to practice better bio-hazard handling
standards. Blood on the floor, poor glove changing and or
washing of hands, are things which need to be better
controlled. When a patient makes comment about such poor
practice, it simply angers the unit personnel and then reprisals
are set in action. It is real.

7) More dialysis night time hours should be available so
patients can return to work without fear of missing too much
work because dialysis treatment is not available at the time
needed. If you want more ESRD patients to go back to work, it
is urgent to make a remedy available which is easy to
accomplish.

8) Regular servicing of dialysis chairs should be a requirement
too. Chairs are often broken, seats torn, springs sticking out,
or seat bottoms broken and the unit seems to not care. Yet
patients are forced to sit in these hazards as if their comfort
is not to be maintained. It is frustrating. I suggest one try
sitting in a broken down chair strapped up like a mouse in a
trap for 4 hours and see how uncomfortable the situation
becomes and the mistrust which develops because of same. The
units simply don't care about patients or the condition under
which they must survive, even if it is only for a few hours. It
is horrible to realize a treatment is much like a torture time
.. all because the patients voice goes unheard or disregarded
by the personnel as if to say, "we can not hear you nor do
we want to hear you. Simply sit there and get whatever we give
you without question." This too, is a dialysis patients inhumane
reality.
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9) It would be ever so nice if a social worker was actually
available to handle the social and mental affairs of patients
who request assistance. Currently the social worker is doing the
preparation to establish the Medicare billing to go through and
is so overworked (with a ratio of 1 social worker to
approximately 150 patients) there is no time to socialize to
learn about the real person and the problems which could be
resolved. The fault lies in the units not having enough social
workers (and dieticians too) available to handle the patient
workload of those who need adequate assistance. More staff
should be hired to diminish this oversight and render the ESRD
patient the means to improve their outcome.

10) Travel from center-to-center, state-to-state, is a not-so-
funny joke. This travel, called transient dialysis, is extremely
frowned upon as it is the social worker who is inevitably left
to to manage the arrangements. Even when the patient tries to
help, the service is poor and the assistance needed to make the
arrangements are so spotty it is extremely difficult to make any
travel or vacation tentative plans. Yet the industry promotes
unjustly informing patients not to worry, dialysis won't stop
your ability to travel. Who are we kidding if not ourselves?
Travel because of lack of interest at the unit level of
personnel is horrible. There needs to be a better way of
accessing transient dialysis by the patient directly
without so much rigorous intervention by the staff making
travelarrangements almost an impossibility, especially if the
patient pushes onward to accomplish the task. Better
long-term confirmation needs to be available too.

11) A scientific study should be performed to determine if an
elevated hematocrit above the current 33%-36% level, would
better serve to get ESRD patients back to a better quality-of-
life and potentially get them back to the mainstream of society
and part of the working strata. Patients now are currently kept
at a low level of energy -- is it to keep them repressed so they
don't create social outcry or is it because we are unwilling to
make them whole again? If dialysis is acceptable as the
treatment to keep ESRD patients alive when the kidneys fail, we
should make it our determined goal to make the technology we-
have available today perform at its highest potential rendering
the goodness it is capable of delivering. If raising the
hematocrit level could achieve this goal, it should be
pursued and acted upon with vigorous enthusiasm. The
technology is available to make this happen, why don't we
make its benefits to mankind become a recognizable reality
actually achieved? Lives ultimately depend upon it. Believe it.

12) Risky as it may seem, I think the government should ward off
allowing dialysis to be rendered from subcontractors (dialysis
providers) who have learned to manipulate cost and performance,
diminishing the delivery of quality-driven service to patients
at the cost of the health of the patients themselves, all in the
name of making a better profit margin for its shareholders. When
a unit scores a big gain in profit, many dialysis patients lost
with their lives in some fashion to render the-gain the unit
proudly displays. Maybe a non-profit status would better serve
patients, but only if payroll restrictions were monitored to
diminish the huge outlay of cash to corporate high level
employees as if to suggest the bulk revenue was going towards
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patient care when in effect, it was being saddled up in the

CEO's wallet and benefits portfolio. Patients suffer with the
current system of how profit is derived from the dialysis

unit strategy, who try endless ways to stretch out every
dollar paid in from Medicare as if profit was the only real

reason for rendering dialysis treatment, and certainly not
for improving the well-being of the patients it has contracted
to provide life-saving service. It is sad to learn patients
have a monetary value when a unit decides to sell itself to
another company -- patients are worth approximately $50,000 a
year and are 'sold" in mass as if they were slaves by a

pompous trader who is only interested in what the 'patient
dialysis commodity" will deliver in profit standards to their
wallets. We have a long way to go yet when we can't realize

these dialysis slaves are people who simply have a treatable
disease. Patients are family too. No one deserves to be treated
with such indignity or inhumane practices. Until it is stopped
or better controlled, profit will be the ugly manipulative pimp

taking money from the quiet unobstructed raping of people who
themselves are in need but have no way to fight back
effectively. Profit within the dialysis industry is not the
way to deliver good treatment to patients. Profit has proven
itself unable to deliver goodness as we are now exploring the
reasons why such an effective medical technology is so
misunderstood and charged with such anger and mistrust. No one
wants to change the paradigm, especially those who are cleaning
up excessive profit on an unregulated and often overlooked
medical situation. The Medicare system is at fault for not being
more restrictive on how service is delivered and at what profit
level should be considered acceptable as normal for the
treatment has become a part of the national good and paid
faithfully by the work force in the Nation today. I doubt
many people would respect the current method of how dialysis
is rendered to those in need. Change is desperately needed.

I again offer my assistance to brainstorm finding viable ways to
satisfy and remedy this ongoing dialysis crisis dilemma. The
solutions are there if we take the appropriate action needed to
change the current paradigm and make dialysis a treatment
strategy, not a money making scheme. The goodness of quality
treatment is lost to those in the industry who have manipulated
the payment method to reap benefits largely into their hands at
the expense of delivering less than perfect care to patients who
rely upon them to live, and the industry not caring one single
bit about the patient being seriously hurt or loss of life in
the whole process.

Change is desperately needed. I certainly hope and pray the
Senate meeting this Monday sets the eyes on America to
investigate the misdeeds and malpractices of the current
dialysis industry for all to bear witness to a crime against
humanity. There must be justice in the civilized world and I
know we can find it quickly. Many patients can help too.

Sincerely,

Dale Ester
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Statement of Frank Brown

I have been a dialysis patient since 1977, at six different
clinics around the country. In that 23 years, my life has been
made much more difficult than it ever had to be, by a system
that seems to operate on the principle of benign neglect, that
treats people as commodities to be profited from, rather than
as patients to be cared for.

My well-being and rehabilitation have never been a priority for
these clinics: rather, it's get on the machine, off the machine,
accept your fate, and don't complain. Any problems not
immediately threatening the course of dialysis are commonly
disregarded. Never one to passively accept avoidable problems,
I have been labeled, harassed, and many times pressured to
leave.

Since most patients are too intimidated to press an issue, it
seems that common clinic policy is to get rid of the minority
who will speak up, rather than to solve problems or make changes
they might find inconvenient.

I have experienced so many incidents of neglect and outright
exploitation, it would take hours to relate. My first kidney
doctor, probably the best one I ever had, quit the practice when
reuse with formaldehyde was begun in 1977, against FDA
regulations.

While on peritoneal dialysis in 1984, a careless procedure by a
nurse caused peritonitis, which the doctor did not treat
properly for two whole days, leading to early failure of the
treatment, and two subsequent bowel obstruction operations.
While back on hemodialysis, in 1994, I discovered that an
increase in the bicarbonate level in the dialysate would
eliminate severe aftereffects of treatment that I had been
suffering for years. My doctors refused to change it, saying
it was impossible, too difficult, dangerous, against their
lawyer's advice, and that I was grasping at straws. Eventually,
they raised it slightly, but kept changing it back. After six
years, with a new nephrologist, it has now been raised to a
minimally comfortable level. There are a number of studies
available showing that higher dialysate bicarbonate levels are
better for patients health.

The worst abuses in my case have involved the mismanagement of
anemia, and the administration of Epogen, the anti-anemia drug.
In 1997 my clinic began allowing my blood count to fall
drastically, after it reached the arbitrary level of 36.5%
hematocrit. I warned the nurses ahead of time that this would
likely cause problems, but they refused to listen, telling me
that they were "just following orders.' The first time this
happened, in June 1997, I experienced the most severe pain in my
hands and arms, as the dropping hematocrit exacerbated the
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preexisting conditions of neuropathy and carpal tunnel syndrome.

I also became extremely exhausted for two solid months. My

complaints were scorned and derided, and I was told to find

another clinic if I was not *happy' with their methods. The

National Kidney Foundation did a survey around this time, and

heard from about 100 patients who had problems with drastically

falling hematocrits, and this was also a hot topic on the

Internet. The NKF-DOQI has ten citations concerning improved

health in dialysis patients with normal hematocrits.

By October. I was somewhat recovered, and my hematocrit reached

42%, the first time it had ever reached normal range, and I

experienced an amazing increase in energy and endurance. This

did not last, as they again decided to let it drop, to 32%. I

again warned them that this would cause problems, and again, I

was ignored. This time it was worse, coming on the heels of the

previous incident, and, in addition to another two solid months

of exhaustion, I experienced progressive loss of the use of my

hands. Again, I was told to find another clinic if I was not

happy. I appealed to every agency I could, up to HCFA, but they

all gave the clinic a free pass. I have been left with greatly

diminished use of my hands, amounting to a whole new disability.

The doctor later gave me an exemption, to 42%, from the standard

anemic hematocrit of 32-36% but the clinic has been unable to

maintain that level, with wide fluctuations. In November of

1999, my hematocrit reached 42%, and I warned them that the

Epogen must be decreased significantly, to maintain that level.

They ignored me again, following their standard protocol. This

caused my hematocrit to rise to a dangerous level, causing

severe shortness of breath, and illness, because I could not

dialyze properly, and it again took two months to recover. They

ignored this, pretending they couldn't understand it, and, of

course, none of my difficulties were ever charted. In fact,

after the first two incidents, Medicare investigator Ken Simpson

told me that nothing untoward had happened, since there was

nothing charted about it, it would be illegal for them not to

chart it, and of course, they wouldn't do that. I had

previously written some of my complaints in the patient care

plan, but that was ignored, too. This has been an ongoing

violation of my inherent and explicit right to participate in

treatment planning, and it has caused me serious harm.

There is a lot more to my story, and I know many around the

country that have had similar experiences.

When I go into the clinic, I never know what to expect. One

time, about a year and a half ago, a woman sitting across from

me died during dialysis. They just laid her out on the floor,

half covered by a sheet, right in front of me and another

patient, and then left the room until the coroner came, over an

hour later. It is like a war zone.

All I and other dialysis patients want is a fair chance to have

worthwhile and enjoyable lives, and to participate and

contribute to society.
Thank you.
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Mr. Swamidoss-

This is a partial record of events at my clinic from 1993-1994.
I have kept such records intermittently over the years, but
would get frustrated and stop, as it appeared no-one was
listening, and it was doing no good.

SEPTEMBER 13, 1993, MONDAY Regular machine (Fresenius) is
broken, so I am put on the old machine (Cobe). I tell them
I will refuse reuse on old machine. They say the Fresenius
will be fixed by Wed. 15. Blood is drawn for monthly lab
reports. Total time about 3:30 Feel like treatment is
inadequate.

SEPTEMBER 15, WEDNESDAY Fresenius still broken; on Cobe with
reused dialyser. I told them I did not want reuse with old
setup, but it would have shortened my time even more, so I
went ahead with it. Total time 3:00. Felt sick after
treatment; worse after eating--nausea and heartburn. Same
Thursday and Friday.

SEPTEMBER 17, FRIDAY Still on old machine. Dialyser on third
use. I tell charge nurse (Kerri) 'I want a new one' but she
refuses because she doesn't have time.' Dialyser is already
half clotted. I tell her that my time should be extended to
compensate, but she says she needs a doctor's order. She
refuses to call the doctor and refuses to let me use the phone
to call him myself. Lab reports are in from Monday Sept. 13.
The URR (urea reduction rate) was 54% (normal is at least 60%),
and that was on the FIRST use. Arrived 2:40, on 3:45, off 7:00.
Total time 3:20. Feeling very sick after treatment, and very
sick all weekend.

SEPTEMBER 20 MONDAY Arrived 2:40, on 3:45, off 7:00. Total time
3:15 Still sick. I tell Dr. Wilson what happened. He chews
out nurses, tells them they know they are to extend time when
this happens . A week or so later, word comes down from Zohlman
(medical director) that the nurses did nothing wrong. One nurse
(Teeta) tells me that a report must be filed because of
inadequate dialysis (low URR). This was never done.

SEPTEMBER 22 WEDNESDAY Arrived 2:30, on 3:30. At 6:00, venous
blood chamber is clotting, the nurse (Kerri) waits too long to
change it, by the time she tries to return my blood, it has
turned dark, and I get bad symptoms, so must be taken off
machine at 6:30. Total time 3:30.

OCTOBER 25 MONDAY I am finally starting to feel better after
one month. I ask Kerri if there was an incident report filed
for inadequate dialysis for the week of Sept. 13-17. She says
no. She says 'I should be grateful for 'any, treatment.' It
would be easy to blame Kerri for these and other incidents,
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but the fact is that she was just carrying out company policy,
although in a more obnoxious manner than usual.

OCTOBER 27 WEDNESDAY Cathy Ellis, the head nurse, tells me
they were 'just following Doctor's order, in not extending my
time while on old machine.

NOVEMBER 1993. The machines have been breaking down
sporadically throughout the year, the worst event being in
September when I was on the old machine for three treatments
in a row and was sick for a month afterward. In November, the
TMP (trans membrane pressure) meters on the machines seemed to
have been set too low, so that they often would fall out of
range, usually in the last hour of treatment, necessitating
lower blood flow and thereby poorer treatment. Sometimes
the blood flow had to be set so low that I started feeling
sick and had to stop early. I requested that they get someone
from the machine company (Fresenius) to look at it, but R.J.
the chief technician said there was nothing wrong, so nothing
was done. At one point, a technician from Fresenius did come
into the clinic, and determined that the machines were not
properly calibrated, but this was ignored, and nothing was done.
One of the staff members, Gary, told me he was frustrated by all
the machine problems and the water supply shutting down so often
that he couldn't do his job properly. He has since quit.

DECEMBER 1993. I started taking notes to have some record of
events.

MONDAY DEC. 27 -Arrive 2:30, machine occupied. On at 3:35,
off at 7:00, 3:25 total time TMP bottomed out last hour of
run. Blood flow reduced from 400 to 270 to keep TMP above zero
-third time in a row this has happened.

WEDNESDAY DEC 29 arrive 2:40, on 2:50, full time TMP still
not fixed.

FRIDAY DEC 31 arrive 1:40, on 1:50, off 5:50, full time TMP
still not fixed.

MON. JAN 3 arrive 2:35, on 3:20, off 6:50, 3:30 total TMP
still not fixed.

WED JAN 5 arrive 2:30, on 2:40, 4:00 total. TMP still not
fixed blood flow down to 250 in last 1.5 hours of treatment
down to 230 last forty-five minutes.

THURS JAN 6 I called Suzi Fregeau, BMA administrator told
her about the TMP, she said she would talk to Nora, (head nurse)
and have her talk to me. ;

FRI JAN 7 arrive 2:45, machine being worked on 3:30, off 7:00,
3:30 total. TMP working

MON JAN 10 arrive 2:30, waited one hour, on 3:45, off 7:15,
3:30 total

WED JAN 12 arrive 2:30, on 3:10, off 7:10, 4:00 total machine
working OK

FRI JAN 14 arrive 2:35, on 3:10, off 7:00, 3:50 total
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MON JAN 17 arrive 2:40, on 3:30, off 7:10, 3:40 total time.
clinic very hot

WED JAN 19 arrive 2:30, on 2:50 air-conditioning on- clinic
freezing 5:15 I wake up from nap, notice that the TMP is
malfunctioning and blood flow has been reduced from 400 to 200,with nothing about it on the chart. 5:30 switch to different
machine 5:50 same problem on different machine, blood flow
220-250 6:00 Zohlman comes by, apologizes for the way things
have been going, says things are changing for the better. 6:10blood flow to 210, feeling bad, off by 6:20 total time about
2 hours effective dialysis.

FRI JAN 21 run 4.5 hours to compensate for Wednesday machine
working

NON JAN 24 4:00 total
WED JAN 26 4:00 total

FRI JAN 28 arrive 2:20, on 3:00 4:00 machine shuts down
with no noise or alarm, I happen to be watching at the time.
nurse turns it back on 5:00 tech (Russ) says it's unsafe,
says 'switch to other machine' 6:00 other machine still notready--never switched off at 7:00, 4 hours total

MON JAN 31 arrive 2:20, machine just now being worked on.
on at 3:20
6:20 TMP dropping, blood flow to 300
6:40 blood flow to 250
6:50 blood flow to 200, come off at 6:50
total time 3:30, effectively 3 hours

WED FEB 2 arrive 2:25, on 2:35
3:20 TMP starts dropping, blood flow to 350, then 300
blood flow down to 200 by 6:00, come off machine
3:30 total, very poor quality

FRI FEB 4 arrive 2:25, switched to different machine, must
wait 3:15 water goes out, all patients' blood returned
4:00 on machine
6:15 clotting in bloodline, line is changed and clots
again now dialyser is clotted, dialyser and line are
changed, dialyser and line clot again, are changed
again. LOST ABOUT ONE PINT OF BLOOD
7:00 back on after 45 minutes
8:00 off machine, 3:15 total.

MID-FEBRUARY Doctors and staff decide that there is
nothing wrong with the machines, so there must be something
wrong with me. They send me to have a fistulagram, to see ifthere is narrowing of the vessel, which can be expanded by aballoon. The fistulagram finds nothing wrong, but the
technician decided to expand the balloon far up in my shoulder,
where the vessels were normal. It hurt too much, and I made
him stop. Another patient had a vein torn by the same
technician.

Things continued as usual at the clinic for quite a while, until
eventually, the chief tech was replaced, and the TMP problem
was resolved.
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Uialysis Senate Subcommittee

Thank you for this opportunity to be heard. The foregoing testimony represents how
End Stage Renal Disease and Kidney Dialysis has evolved into a National Use and
Abuse of Medicare Dollars and Dialysis Patients. This National Abuse frequently
includes unreported patient deaths that are not related to their chronic disease, but to
unethical and immoral practices of facilities.

Like so many others in the dialysis field, I was just a healthcare worker who received
'on the job' training. I am not licensed or registered with any state or healthcare
organization. I had direct and complete hands on care responsibilities for patients
including inserting needles into their veins or graft in order to connect them to their
dialysis machine to initiate their lengthy treatment. I, like many others at this level, did
not have a comprehensive understanding of the renal diseases and process, the
psychosocial problems, and most of all, the dangers of the equipment used and
problems associated with the chemicals used in the reprocessing of dialyzers.

After months and months of witnessing the improper use of equipment, supplies, drugs
and above all watching licensed professionals to permit these acts to proceed at the
cost of the patients health and welfare brought numerous concems. I followed the
chain of command with no results. My conscience would not let me be silent and I filed
my complaints with the Region 10 HCFA Office, which violated my confidentiality, and
advised the Renal Network to handle my complaint that ironically was about them. I did
file a formal complaint with the State Department of Health in which the investigation
discovered that the State does not regulate End Stage Renal Disease Facilities and,
therefore, could not impose sanctions.

This is a matter of conscience and ethical wrongdoing by those in charge of Kidney
Dialysis in this country. I have documentation, letters, phone calls and interviews from
patients, their families, dialysis employees and even from professionals that will prove,
without a doubt, that urgent regulations need to be mandated in providing the dialysis
community with healthcare that has morals. ethics. legal boundaries and above all the
care and respect that patients deserve.

As a Nation we have always lent a helping hand to other countries far and wide. We
encompassed human rights issues and were angered at man's inhumanity to one
another. Senators, the inhumanity is alive and thriving in the industry called
dialysis. These dialysis corporations have the finances to purchase lobbyist and public
relation firms to sway you to their side. These corporations have become inhuman as
to their scheming continues in profiting at the expense of public physical and mental
health and receiving only a slap on the hand for their wrongdoing.

It is time we expose and confront the dialysis industry. Many a brave patient has stood
up to no avail. Patients have learned that a democracy is not allowed in some dialysis
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units. Many are afraid to complain because it is their very lives that are held in this
delicate balance. You don't complain to the Warden because he will leave you with his
guards. It saddens my heart to think that these patients are putting their most sacred
possession "Life' in the hands of an industry that only has one thing in mind and that is
financial gain. Patients have no where to turn outside of the industry and are placed in
a 'Do or Die' situation. The industry owns all the cards in this poker game and at this
point has all the chips on their side of the table.

For Profit Dialysis has the only group of physicians who are immune from the Anti-
kickback Statute and the Stark Law, which means physicians, can profit from their
patient's care in more ways than one. This has led to huge cash and stock options
given to the physicians from the for-profit corporations. Physicians are given x amount
of dollars to refer patient's to a clinic. The cheaper a clinic is run shows up in maximum
benefits of the profit sharers. Our patients now are on the Stock Exchange since their
physician is now in business with the Dialysis Corporation. These large corporations
will try to convince you their budget is being sacrificed because the government hasn't
given them a raise. The dialysis industry knows that this is the only medical disease
that the government pays as primary 80% of all costs for everyone and the patients
insurance is secondary. Then to top it off the government is charged an extra fee of
$200.00 or more per month from physicians for acknowledging his patient is still alive.
Check the Stock Market and it will confirm that these physicians and dialysis
corporations are making millions of dollars in profit off of government expenses and
patients lives. I must ask you, "Are our patients lives up for Public Trading?" This is
simply conflict of interest.

HCFA set up what is call the Networks. These Networks are responsible to give the
statistics to the government and to handle all dialysis oriented complaints. When I
complained to HCFA, Medicare and the Attorney General it went straight to the Network
without any whistle blowing immunity. I questioned who was on the Network Boards,
and there were three board members of the company I wanted investigated since and
that's when I found out all patient's complaints were sent back to the patient's unit to be
resolved.

Discovering that the statistics the government was given was on the honor system
wasn't surprising. To date, Dialysis has No Standards, No oversight and No
Accountability. You only have the DOQI Guidelines that disclaim the same guidelines
from the Kidney Foundation. (???) A patient's dialysis treatment is based on lab
findings and some companies even own the laboratories. Many times a patients
treatment is based upon the accuracy of the dialysis machine, and again who owns,
operates and calibrates these machines? All we know to date is the more dialysis the
better. The patient's quality of life is the true indicator of proper dialysis.

This now brings me to the focus of the healthcare workers who are burned out and
actually an assembly line worker. The facility dictates when a patient's treatment starts
and ends and seldom is time allowed in between to assure patient safety. Their health

65-918 2000- 14
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and welfare is jeopardized all for the sake of numbers and profit.

Dialysis clinics are paid for a full treatment even if the patient dialyzes only a minute.
So clinics can cut a patients time and then justify adding an additional run a week
creating more profit. Company profits are based upon the ability to measure and limit
the use of supplies. Low quality supplies are purchased to Maximize their profits.
Patient safety suffers due to using 'a one size fits all treatment plan."

And speaking of patient safety...Iet's look at the training or education that is supplied to
the new employee that has no previous experience. In most facilities the training is
inadequate. New employees are out on the floor without even a clue to what lies ahead
after a brief training. Strict training regulations must be put in place because our
patients are paying the price with their lives on the balance. Patients are not given the
choice in facilities to dictate who takes care of them for their treatment. Put yourself in
their shoes-living with chronic renal disease, having constant fear for your life and
wondering if the person dictating your treatment has adequate education in this field
and knows how to use it. Now add to this situation, fear because you are in a situation
in which you have no choices and you have no control over your treatment due to the
doctor telling you where you dialyze.

Now lets take a look at the equipment used in every hemodialysis treatment. As
intricate and sophisticated as our computerized technology is, it is only as smart at the
person operating it. Even with all the bells and whistles, I have seen many healthcare
workers ignore, question or not even understand these alarms and warning signs that
are all a function of the dialysis machine.

Let's not forget the dialyzer, which is the artificial kidney used to filter the patient's
blood. This piece of equipment is intended and labeled by the manufacturer for single
use only, but these single-use dialyzers are used an average of 30 times sometimes
reaching up to 50 uses before disposing just to save money. The chemicals used to
reprocess the dialyzer can be extremely harmful and even fatal if it isn't rinsed out
properly and are mixes with the patient's blood. Yes, this does happen all too often!
How safe and effective can reprocessed dialyzers be especially since the accountability
of the processing is another factor. Many times reused dialyzers do not pass pressure
test the first time, but are still used. Another factor is the chemicals used for disinfecting
the dialyzers are not only dangerous to the patients, but to the healthcare workers.

Units get inspected anywhere from once every 4-10 years and inspection is done by
Nursing Home Inspectors. No matter how bad the facility failed an inspection no one is
held accountable. This industry has no oversight, accountability, and no standards to
date. They are self-policing.

Patients in the dialysis industry are Scared to Death. This industry has the highest
mortality rate in the world. The dialysis industry is the owner of a 25% mortality rate,
and remember this is just what they are admitting to not even counting the first 90-days



415

or HIV deaths. Europe's mortality is 7 to 9 percent and they do the over 55 age group
also.

Dialysis Corporation's are cashing in huge fortunes off the money that was intended for
patient care. Just pick up any Wall Street Journal and the figures are in black and
white. Quite often, we are not compelled to listen or act on another's problems unless
we have been touched by those problems. Beware, kidney failure and disease is on
the rise and may be just around the comer for you or your loved ones.

As Thomas Jefferson once said, "Give the People the Facts, and They Will Do What's
Right."

Thank you for your time,

Arlene Mullen
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July 5. 2000

To: Senator Charles E. Grassley
Fax # 202-224-6020

Frpm: Sholom & Jeanie Joshua
1205 N. Signal St
Ojai, California 93023
Phone; 805-646-0458.

Bea Dialysis abuse and violation of Federal law

Dear Senator Grassley,

We are medically trained dialysis technicians.
Jeanie Joshua has been on dialysis for over 17 yefts.-

For the past 8 years she has done her dialysis at home; I am
her medical assistant.

In 1999, Jeanie Joshua's health was severely compromised
by her federally funded dialysis providers.

We repeatedly asked for an investigation and interven-
tion from the Renal-NettoTk, the federally funded watchdog
for dialysis in the United States. But there was no investi-
gation, no intervention, and no response.

The office of Senator Dianne Feinstein requested records
on geanie Joshua, for 1999, from Renal Network #18. Renal
Network #18 refpsed, even though their contract with the
Federal Goverhment states clearly and explicitly that all
records and documents are to be made available to the Federal
Government for whatever reason the Government wants them.

Jeanie Joshua is alive and stable today because she was
able to transfer her care to another provider. She worked
out the transfer under circumstances of unimaginable hard-
ship, with no help from the dialysis system.

To date there has been no investigation of what was
done to her in 1999.

I am enclosing an 18 page summary of Federal laws broken
by Renal Network *18.

Dialysis care must be one of the best kept sechetse in
the Medicare program. A fiefdom has been created, paid for
by Medicarenvith no accountability. The Government depends
on Renal Networks to tell them what is right and wrong, but
the Renal Networks are not doing thekr job. And something
is very wrong. For all the $13 billion spent annually on
dialysis, Americans with end stage renal failure are dying,
on average, 3 times as frequently as their peers in Europe,
Japan, and Israel.

Lastly, HMO administration of dialysis would be a disaster
for dialysis patients.

Please contact us so we can hep you to help all dialysis
patients.

Sincerely,

Attachments (18 pages)
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VIOLATIONS OF PEDERAL LAW BY RENAL NETWORK 118

FAILURE OF RENAL NETWORK *18 TO KENT FEDERAL GOVERNMENT
CONTRACT REQUIREMENTS

PATIENT ENDANGERMENT BY RENAL NETWORK ti8 RESULTING FROM
NEGLIGENCE OF RESPONSIBILITIRS AND NOT FOLLOWING STANDARDS
AND GUIDELINES OF FEDERAL LAW

Approximate Time Frame: February, 1999 to May, 1999

Backgroundi In February, 1999, Mrs Jeanie Joshua, Medicare
beneficiary and home dialysis patient, was given orders by
her federally funded nephrologist. David Abrams, M.D., which
were contrary to the medical standard of care. The orders,
which were related to hypertension, endangered Jeanie Joshua's
health and life. Mrs Joshua and her husband, Sholom Joshua,
appealed, in writing, for help from the Federal Renal Net-
works. The appeal/grievance was sent to the head of the
Federal Renal Networks, Ida Sarsitis, who forwarded it to
the Networks' western regional office and from there to Renal
Network *18.

Simultaneously. Dr Abrams informed Jeanie Joshua he was
ending their doctor-patient relationship without provision
for Mrs Joshua to have access to her home dialysis. Dr
Abrams informed Mrs Joshua that he was transferring her care
to another doctor, who practiced 80 miles away from where
Mrs Joshua lived. Mrs Joshua would then have to drive 80
miles each way to receive dialysis treatments in a dialysis
treatment center. commonly known as a unit.

The above-described events were known to Renal network
#18 (hereafter referred to as RN 18) and approved by RN 18.
There was no response by RN 18 to the appeal/grievance from
Mr and Mrs Joshua.

**** *
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The federal laws pertaining to dialysis are outlined in
the Code of Federal Regulations (CFR), Title 42, Shapters 4
and 7. In turn, those laws form the basis for the specific
Renal Network responsibilities described in RN 18's contract
with the federal government's Health Care Financing Agency.

OBDECTIVES OF THE FEDERAL GOVERNMENT'S END STAGE RENAL DISEASE
PROGRAM (ESRD).

Section 405.2101: The objectives of the end-stage renal
disease program are:

(a) To assist beneficiaries who have been -diagnosed
as having end-stage renal disease (ESRD) to receive the care
they need;

(b) To encourage proper distribution and effective
utilization of ESRD treatment resources while maintaining
or improving the quality of care;

(c) To provide the flexibility necessary for the effi-
cient delivery of appropriate care by physician and facili-
ties; and

(d) To encourage self-dialysis or transplantation for
the maximum practical number of patients who are medically,
socially, and psychologically suitable candidates for such
treatment.

The federal government's program for the delivery of
renal services divides the United States into 18 geographi-
cal areas. These areas are called "'etworks." Each network
is headed by an organization funded by the federal govern-
ment through a contract with HCEA to oversee dialysis activi-
ties in its geographical area.

The federal regulations define network organizations in
Section 405.2102: "The administrative governing body to the
network and liaison to the federal government."

RN 18 is the designated organization, for the south-
west portion of the United States which includes southern
California.

RENAL NETWORK 18's CONTRACT WITH HCFA

RN 18's current contract with HCFA is-for.the time period
ending 6-30-2000.

RN 18, in its contract, states the following as its first
primary goal:

Section C.1.C Goals: Improving the quality of health care
services and the quality of life for ESRD benficiaries.

RN 18's contraSt with HCFA contains responsibilities and
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procedures to be fulfilled on behalf of its stated goal. This
document will reference which contractual obligations were
broken by RN 18.

*5****

RN 18is VIOLATIONS OF FEDERAL REGULATIONS AND CONTRACTUAL
OBLIGATIONS FALL INTO 5 AREAS:

(1) The handling of grievances from dialysis patients.

(2) Assuring safety and appropriate care for dialysis
patients.

(3) The role of home dialysis in the federally funded
ESRD program.

(4) Patients rights.

(5) Records, Repoits, Nbtices and Referrals

1. Patient Grievances

The following federal law was violated by RN 16:

(Chapter 7, Section 1395rr (c) (2) (D)): ":The network organi-
zations of each network shall be responsible.. .for implementing
a procedure for evaluating and resolving grievances.-

Comment: RN 18 did not respond to the Joshuas' grievance sent
eo the Networks in February, 1999. RN 18 did not contact the
involved patient, Jeanie Joshua.

The following federal contract obligations were violated
by RN 18:

(Section C.4.I., Patient Grievances): The Network shall follow
the HCFA national policy in the Draft ESRD Network Organiza-
tions Manual at Attachment J-2-d, for evaluating, resolving
and reporting patientrgrievances. The Network shall assist
patients and facilities in resolving grievances and com-
plaints, including referring immediate and serious grievances
to the appropriate HCFA Regional Office and State Survey
Agency, within 24 hours of receipt. Guidelines for these
activities are contained in the Draft ESRD Organizations
Manual instructions at Attachment J-2-d.

The network shall also assist, when appropriate, the State
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Survey Agency in the investigation of a complaint as re-
quested by HCFA, the State Survey Agency, the Peer Review
Organization, the provider/facility, or the patient.'

COmment: RN MIdid not follow the HCFA policy for responding
to patient grievances. (The specific violations, as they
correspond to sections of the HCFA national policy found
in the ESRD Network Organizations Manual,will be described
later in this document). Rn 18 did not assist patient Jeanie
Joshua with her grievance: RN 18 did not respond at all.
RN 18 did not refer Aafnie JoshuaIs gritvanee, though it was
both serious and immediate, to the appropriate HCPA Regional
Office or other designated agencies within 24 hours of
receipt. RN 18 made no investigation and no referrals.*

(Section 745.1)1: ::eGvtrk-Responsibility in Grievances:
"You-_are responsible for implementing a procedure for eval-
uating and resolving grievances involving patient care,
conducting on-site revikws of facilities as necessary (as
determined by the Medical Review Board or the Secretary),
and utilizing standards of care established by the network
organization to assure proper medical care."

Comment: RN 18 failed to implement any such grievance pro-
cedure for Jeanie Joshua een though she was being exposed
to improper and life threatening medical care.

(Section 745.3) Reviewing Grievances: 'Your responsibility
is to review the issueftsi)raised by the grievance and de-
termine the action required (e.g. investigation and/or re-
ferral).

Comment: There was no investigation or referral for Jeanie
Joshua.*

(Section 755.3) Determination of Network Involvement' 'only
become in investigating and resolving grievances when the
complaint affects a Medicare-eligible beneficiary...'

Comment: Jeanie Joshua is a Medicare beneficiary but did not
receive the mandated response to her grievance.

(Section 755.4) Life Threatening Situations. "If the grievance
you receive appears to present an immediate' and serious
threat to patient health and safety, forward the grievance
immediately (within 24 hours of receipt) to the appropriate
state agency and regional office associate regional admin-
istrator. Always notify your project officer of the situa-
tion. Your initial contact with the appropriate Begional
office may be via telephone and immediately followed By a

*See part 5, page 14, paragraph 6
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written confirmation of the situation. If the regional office

requests your assistance, make your services available in a

consultative manner. Inform the patientithat in addition to

your involvement, his/her grievance has been forwarded to the

regional office for review.7*

Comment: Jeanie Joshua's grievance explained with specifics

the life-threatening nature of the care ordered by David

Abrams. M.D. RN 18 took no action and made no inquiry with

Jeanie Joshua.*

(Section 765.2) Written Acknowledgment of Grievance: 'When

you receive a written or other grievance, provide written

acknowledgment to the complainant within 15 calendar days.

If you determine that a patient's grievance is more appro-

priately handled by another agency, inform the complainant

of the referral in writing.* The letter must include the

reason for the disposition, and provide the name, address,

and telephone number of an agency contact person."

Comment: RN 18 made no response to Jeanie Joshua's grievance,

not in 15 days, not ever.

(Section 765.3) Investigation of Grievance: "Process grievances/

complaints. Assist in the resolution of the grievance by

acting in the appropriate capacity (investigator, referral

agent, coordinator, or facilitator) between the complainant

and the facility, provider, or supplier. Interview patients,

providers, and facility staff as appropriate. To facilitate

the investigation/resolution process, when necessary, Network

staff or consultants review medical or other records to make

determinations about the quality of care provided. When

necessary and appropriate, a grievance may be resolved by

negotiating an improvement plan (IP) with the facility and

monitoring the progress the facility makes to improve the

problem area."

Comment: There was no investigation by RN 18 of Jeanie Joshua's

grievance. There was no interview or contact with the patient,

Jeanie Joshua.

(Section 765.4) Conclusion of Investigation: "Conclude your

investigation within 90 calendar days of receipt of the

inquiry, and issue a written report that maintains the con-

fidentiality of the complainant. The name of the complainant

can be made available to the State Agency on request. Send

the report to the complainant.*(See Section 770). In those

rare instances where more then 90 days are required, notify

all parties in writing, including the HCFA project officer of

the reason for the delay and the anticipated date for con-
clusion of the activity."

*Ibid
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Comments: There was no investigation by RN 18. See Section
765.5, following.

(Section 765.5) Exception: -In life threatening situations,
refer the grievance to the appropriate state agency and re-
gional office within 24 hours of receipt. If the Network
is requested to investigate the grievance, begin your in-
vestigation immediately and render a determination about the
quality of care within 60 calendar days of the receipt of
the grievance (See Section 755.4)."

Comment: Jeanie Joshua was being exposed to blatantly im-
proper medical care which was life-threatening (See copy of
grievance, dated February, 1999, attached). RN 18 took no
action.

(Section 770.2' C) Potential Outcomes of Grievance Process.
"Grievances are resolved when the complainant is satisfied
that his/her concern(s) have been investigated, and an
acceptable explanation or solution has occurred."

Comment: There was no resolution. Jeanie Joshua was system-
atically stripped of the rights and protections found in the
federal regulations and the HCFA contract with RN 18. Jeanie
Joshua was left with no support from any part of the dialysis
system. In isolation, she sought the resolution which RN 18
had denied her.

(Section 775) Improvement Plans (IPs): "Request IPs whenever
you have determined that a single problem or pattern of
questionable care exists which has, or may have, an impact
on the health or well-being of a patient. The intervention
designed must correct the problem you identified..."

Comment: None of this was done, even though Jeanie Joshua's
health was already undermined by the time of the grievance
and the doctor's orders she was given put her in a life-
threatening situation.

2. Assuring Safetv.!and Appropriate Care For Dialysis Patients.

The following federal laws were violated by RN 18:

(Chapter 7, 1395rr, C II 2 G): `(A Network) shall identify
facilities and providers that are not cooperating toward
meeting network goals and assisting such facilities and
providers in developing appropriate plans for correction
and reporting to the Secretary on facilities and providers
that are not providing appropriate care."
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Comment: The primary goal of the ESRD Network Program, as
expressed in the HN'18c'Statement of Work," is 'Improving
the quality of health care services and quality of life for
ESRD beneficiaries." The health care services given Jeanie
Joshua by David Abrams, M.D. were contra-indicated and dan-
gerous. Dr Abrams' services did not meet Network goals and
needed to be reported. RN la.apoarentlymadetno'such report.*

(Chapter 4, Section 405.2138 (b) (1): "patients are afforded
the opportunity to participate in the planning of their
medical treatment and to refuse to participate in experi-
mental research."

Comment: RN 18 allowed Jeanie Joshua to be exposed to reck-
less medical experimentation. Jeanie Joshua informed the
Networks that the medical orders she was given by Dr Abrams
were causing her serious harm. RN 18 made no response or
intervention.

The following federal contract obligations were violated
by RN 18:

(Section 515.4. Developing a Network Intervention Activity):
"Tour specific intervention activity/or strategy must be based
on practice guidelines, published literaturea or community
consensus. Focus your intervention plan on the following:

--Stimjlating facilities/providers to develop their own
improvement efforts...

--Stimulating behavior changes of individuals (for ex-
.amplei educating patients to obtain flu shots, or to
not sign off dialysis early; educating physicians if
dialysis treatment is under-prescribed)."

Comment: The Joshias' grievance informed the Networks that
Jeanie Joshua was given doctorqs orders for treatment of
hypertension which were contrary to the standard of care and
which exacerbated her condittin. The dynamics of hyperten-
sion--and its treatment--are fundamental. Home dialysis
patients, by federal law, are trainedito identify and res-
pond to hypertension . (Reference: CFR, Titte 42, Chapter
4, Sub-chapter B, Section 405.2137, (b) (7) (vi)). Further,
in following the orders given by Dr Abrams, Jeanie Joshal's
hypertension was made substantially worse, a fact that was
reported both to the doctor and the Networks. But Dr Abrams
would not change his orders and RN 18 made no intervention.

tSection C.1.A.): RN 18's responsibilities, as described in
its Statement of Work, are-to be based on ". ...the require-
Ments of Section 1881 (c) of the Social Security Act, the
Health Care Financing Administrations' (HCFA) Health Care

*Ibid
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Quality Improvement Program (HCOIP) and other directives
related to improving the quality of care of patients with
end stage renal disease(ESRD)."

(Section C.1.D. The Health Care Quality Improvement Program):
"The mission of HCQIP is to promote the quality, effective-
ness and efficiency of services to Medicare beneficiaries by
strengthening the community of those committed to monitoring
and improving quality of care. The HCQIP's mission also
includes communicating with beneficiaries and health care
providers in order to promote informed health care choices,
protecting beneficiaries from poor care, and strengthening
the health care delivery system.

"The HCQIP supports the strategic goals of HCFA to assure
health care security for Medicare beneficiaries. Health care
security means:

--Access to quality health care;
--Protection of the rights and dignity of beneficiaries;
--Dissemination of clear and useful information to
beneficiaries and/or their representatives, providers/
facilities, and practitioners to assist them-in making
health care decisions.

TFor the purposes of this contract, we are using the Inetttute
of Medicine's definition of quality, which is: 'The degree
to which health services for individuals and populations
increase the likelihood of desired health outcomes and are
consistent with current professional knovledge.' Using this
definition, quality care under the HCQIP includes access to
care, appropriateness of care, desired outcomes of care and
consumer satisfaction."

comment: RN 18 abandoned the federal government's guidelines
referred to above. RN 19 afforded Jeanie Joshua no protec-
tion from poor care and no protection of her fundamental
rights ad. a Medicare beneficiary and ESRD patient. In addi-
tion, RN 18 made no investigation or intervention even though
it had been informdd of patient Jeanie Joshua being given
medical orders which were inappropriate and dangerous, pro-
duced only undesirable outcomes, and terror instead of con-
sumer satisfaction. The care Jeanie Joshua was given, and
which was described with specifics in the Joshuas' grievance,
was tot "consistent with current professional knowledge."

(Section C.4.G. Sanctions and referrals): "The Network's
responsibilities for alternative sanction recommendations
and referrals include the following:

--1.... (Not directly applicable)
--2. Referring to the Peer Review Organization or the

office of the Inspector General information collected while
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conducting contract activities which indicates that a physi-
cian may be failing to meet his/her obligation to provide
quality care.?

Comment: RN 18 did not follow its own instructions (see
Patient Grievances, earlier in this document). RN 18 offered
no assistance to patient Jeanie Joshua. RN 18. apparently, made
no referrals though the issues in Jeanie Joshua's grievance
were serious and immediate.* The 24 hour time limit for
referral of serious and immediate grievances was not com-
plied with. Instead of acting within the time limit guide-
lines, RN 18 didn't respond at all. There was, apparently,
no investigation by any other agency as RN 18 did not inform
the Josbuas of the option for involving any other agency and
RN 18, apparently, did not contact any other agency on the
Joshuas' behalf.P

(Section 705): "...Physicians who fail to comply with Network
goals to such a degree that they are considered to be failing
to meet their obligation to provide quality care must be
referred to the Peer Review Organization (PRO) or the office
of the Inspector General and/or the Board of Examiners of
Physicians.

"All fraud and abuse cases should be referred to Federal or
State fraud and abuse enforcement agencies responsible for
the investigation or identification of fraud or abuse in the
Medicare or Medicaid programs."

Comment: The medical abuse which Jeanie Joshua was sub-
jected to by Dr David Abrams was blatant and serious. But
RN 18 made no investigation and, apparently, no referrals."*

(Section 755.4) Life Threatening Situations. "If the grievance
you (i.e. RN 18) receive appears to present an immediate
and serious threat to patient health and safety, forward the
grievance immediately (within 24 hours of receipt)to the
appropriate Survey Agency and Regional Ofiice Area Regional
Administrator. Always notify your Project Officer of the
situation. Your initial contact with the appropriate Regional
Office may be via telephone and immediately followed by a
written confirmation of the situation. If the Regional Office
requests your assistance, make your services available in
a consultative manner. Inform the patient that in addition to
your involvement, his her grievance has been forwarded to the
Regional Office for review."

Comment: The grievance the Joshuas sent to the Networks was
explicit in the immediacy, seriousness and life-threatening
circumstances Jeanie Joshua was put in by David Abrams, M.D.
But RN 18 did not act within 24 hours; did not act at all.
RN 18 never informed the Joshuas of any referral or action.

* See Part 5, page 14, paragraph 6
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3.Home Dialysis

The folloing Federal laws were violated by RN 18:

(Chapter 7, Section 1395rr (II) (6)): "It is the intent of
the Congress that the maximum practical number of patients
who are medically, socially, and psychologically suitable
candidates for home dialysis or transplantation should be
so treated."

Commentt RN 18 approved a transfer of Jeanie Joshua's care
which would have ended her access to home dialysis. Jeanie
Joshua had been on home dialysis for X years with a perfect
record of safety and great overall success. RN 18's approval
of an unwarranted transfer was in contradiction of the in-
tent of Congress expressed in Chpt 7, Sec. 1395rr (II) (6).

(Chapter 4, Subchapter B, Part 405, Subchapter U. Section
405.2138 (b) (2))Y "(Patients) are (to be) transferred or
discharged only for medical reasons or for the patient's
welfare or that of other patients, or for nonpayment of fees
(except as prohibited by title XVIII of the Social Security
Act),.."

Comment: There was no medical basis to transfer Jeanie
Joshua's care. The proposed transfer, approved by RN 18,
was not for Jeanie Joshua's welfare. The transfer would
have ended Mrs Joshua"s home dialysis for no reason whatso-
ever, and would have required that she travel 80 miles in
each direction to obtain dialysis in a unit. There was no
issue of non-payment of fees. There were no other patients
involved who could have benefitted from the transfer. Jeanie
Joshua's grievance included specifics on her preference
for and success on home dialysis.

(Section 405.2137: Condition: Patient long-term program and
patient care plan). "Each facility maintains for each patient
a written long-term program and a written patient care plan
to ensure that each patient receives the appropriate modality
of care and the appropriate care within that modality. The
patient, or where appropriate, parent or legal guardian is in-
volved with the health team in the planning of care. A copy
of the current program and plan accompany the patient on
interfacility transfer.

(a) Standard: Patient long term program. "There is a written
long-term program representing the selection of a suitable
treatment modality (i.e., dialysis or transplantati6on);. and
dialysis setting (e.g., home, self-care) for each patient.

(1) The program is developed by a professional team which in-
cludes but is not limited to the physician director of the
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dialysis facility or center where the patient is currently
being treated, a physician director of a center or facility
which offers self-care dialysis training (if not available
at the location where the patient is being treated), a trans-
plant surgeon, a qualified nurse responsible for nursing
services, a qualified dietitian and a qualified social worker.

(2)"The program is formally reviewed and revised'in writing
as necessary by a team which includes but it not limited to
the physician director of the dialysis facility or center
where the patient is presently being treated, in addition to
the other personnel listed in paragraph (a) (1) of this
section at least every 12 months or more often as indicated
by the patient's response to treatment...

(3)"The patient, parent, or legal guardian, as appropriate,
is involved in the development of the patient's long-term
program, and due consideration is given to his preferences.

(4)"A copy of the patient's long-term program accompanies
the patient on inter-facility transfer or is sent within
one working day."

Commenti The transfer of care approved by RN 18 violated and
wrongly nullified Jeanie Joshua's long-term program and
patient care plan. The most fundamental component of the
plan, home dialysis, was discarded. Jeanie Joshua was not
allowed input to her own care plan; no due consideration
was given to her preference for home dialysis.

No social worker input existed in the change of plan or
change of long term program.

The patient care plan made no mention of the treatment
plan for Jeanie Joshua's hypertension, the treatment plan
ordered by David Abrams, M.D.

4. Patients' Rights

The following Federal laws were violated by RN 18:

(Tltpebd2, Chapter IV, Subchapter B Part 405, Sub-part U,
Section 405.2138 (b)-:Standard: Participation in planning.

(1) Patients are afforded the opportunity to partici-
pate in the planning of thd1br medical treatment and to re-
fuse to participate in experimental research."

Comment: Jeanie Joshua was denied the opportunity to parti-
cipate in the planning of her medical treatment. Her long-
term plan, which called for home dialysis, and which had
been in existence for 7 years,vas.unilaterali changed by
David Abrams, M.D., with the approval of Renal Network 18.
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Experimental, contra-indicated treatment of hyperten-
sion was ordered for Jeanie Joshuia by David Abrams, M.D. The
Joshuas informed the Networks of their extreme alarm at these
developments but there was no response from RN 18.

(Section 405.2138 (b) (2)): ,Patients are transferred or
discharged only for medical reasons or for the patient's
welfare or that of other patients, or for non-payment of
fees (except as prohibited by Title XVIII of the Social
Security Act) and are given advance notice to ensure orderly
transfer or discgarge."

Comment: RN18 approved a transfer of Jeanie Joshua out of
home dialysis and into a treatment center 80 miles from her
home. There was no medical reason for the transfer and the
transfer was not for Jeanie Joshua's welfare. As no other
patients are involved in Jeanie Joshua's home dialysis, the
transfer could not benefit any other patient. There was
no issue with non-payment of fees.

(Section 404.2138 (c)): "Standard: respect and dignity. All
patients are treated with consideration, respect and full
recognition of their individual and personal needs, including
the need for privacy in treatment. Provision is made for
translators where a significant number of patients exhibit
language barriers.,,

Comment: Jeanie Joshua was not treated with consideration
or recognition of her needs. In the midst of a crisis
created by inappropriate medical care, her request for
assistance from the Networks (i.e. RN 18) was ignored. Instead
of speaking to Jeanie Joshua, RN 18 spoke only to Mrs Joshua's
providers. RN 18 then approved the transfer of Jeanie Joshua's
care. The transfer would have closed off Mrs Joshua's access
to home dialysis, forcing her to travel 80 miles in each
direction to obtain dialysis in a unit. This plan was not
only an unworkable burden for Mrs Joshua, it is also con-
trary to the intent of Congress expressed in Federal regu-
lations, Title 42, Chapter 7, Section 1395rr (II) (6): "it
is the intent of the Congress that the maximum practical
number of patients who are medically, socially, and psycho-
logically suitable candidates for home dialysis or transplan-
tation should be so treated."

At no time did RN 18 communicate with the Joshuas.
RN 18 approved a transfer of care which is prohibited

under federal Regulation 405.2138 (b) (2).(See 2nd paragraph,
this page).

(Section 405.2137: Condition: Patient long-term program and
patient care plan. 'Each facility maintains for each patient
a written long-term program and a written patient care
plan to ensure that each patient receives the appropriate
modality ofcare and the appropriate care within that modality.
The patient, or where appropriate,;parent or legal guardian
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is involved with the health team in the planning of care.
A copy of the current program and plan accompany the patient
on interfacility transfer."

(a) Standard: patient long-term program. "There is a written
long-term program representing the selection of a suitable
treatment modality (i.e., dialysis or transplantation) and
dialysis setting (e.g. home, self-care) for each patient."

Comment: The treatment plan given by David Abrams MD to
Jeanie Joshua for treatment of hypertension was inappropri-
ate and exascerbatdddMrs Joshua's condition. She requested
intervention from the Networks but received no attention.

Jeanie Joshua's long-term program called for home
dialysis. The transfer approved by RN 18 would have ended.
Mrs Joshua's home dialysis.

(b) Standard: patient care plan."There is a written patient
care plan for each patient of an ESRD facility (including
home dialysis patients under the supervision of the ESRD
facility; see 405.2163(c)), based upon the nature of the
patient's illness, the treatment prescribed and an assess-
ment of the patient's needs.

(1) "The patient care plan is personalized for the individual,
reflects the psychological, social, and functional needs of
the patient, and indicates the ESRD and other care required
as well as the individualized modifications in approach
necessary to achieve the long-term and short-term goals.

(2) "The plan is developed by a professional team consisting
of at least the physician responsible for the patient's
ESRD care, a qualified nurse responsible for nursing services.
a qualified social worker and a qualified dietitian.

(3) "The patient, parent, or legal guardian, as appropriate,
is involved in the development of the care plan, and due
consideration is given to his preferences.

(4) "The care plan for patients whose medical condition has
not become stabilized is reviewed at least monthly by the
professional patient team .described in paragraph (b) (2) of
this section. For patients whose condition has become stabil-
ized, the care plan is reviewed every 6 months. The care
plan is revised to insure that it provides for the patient's
ongoing needs"

Comment:Jeanie Joshua's patient care plan and long-term
program were arbitartiky overturned by David Abrams, MD.
depriving Mrs Joshua of the standards and rights listed in
(b) and (b) (1), (3), and (4).The Joshuas requested interven-
tion by the Networks on the issues of inappropriate medical
care and improper transfer of care. The Joehuas received no
response from RN 18. RN 18 made no investigation and proceeded
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to approve a transfer of care which took away Jeanie Joshua's
rights.

A social worker was never included in the changes to Jeanie
JOshua's patient care plan and long-term program.

Information about the hypertension treatment orders made
by David Abrams, MD was omitted from Mrs Joshua's patient
care plan.

5. Records, Reborts,'N6tice. ana-Referrals

RN 18 has refused to release their records concerning
Jeanie Joshua. This situation has existed since May, 1999,
when Mrs Joshua signed a release statement requesting that
the records be provided to her U.S. Senator, Dianne Feinstein.

In February, 2000, a request was made for RN 18 to
provide a copy of its 1998 Annual Report and copies of its
1999 Quarterly Reports to Senator Feitstein. The request
was denied.

The refusal of RN 18 to turn over the requested docu-
ments is a violation of the contract between Health Care
Financing Agency and RN 18. From that contract:

"All data and analyses produced under this contract
shall become the exclusive property of the Government
which may make, without any recourse to the Contractor,
any:use thereof as may be deemed appropriate. Further-
more, the Government shall have the right to review
and copy any documentation accumulated and developed
by the contractor in performance of this contract."
(Section H, Special contract Requirements, 7, (c)).

The contract between RN 18 and HCFA contains requisite
procedures for handling patient grievances. Grievances of
a serious nature, such as the one from the Joshuas in Feb-
ruary, 1999, require that RN 18 make specific referrals to
other agencies as steps toward grievance resolution. The
contract also requires that the patient be notified of the
referrals.

The absence of notices to Jeanie Joshua is the criteria
used in this document to conclude that, apparently, no refer-.
rals were made in response to-her grievance.

The Quarterly Reports from RN 18 for 1999 are required
to include information on grievances received during the
year. Those reports cannot be accurate because of the non-
response of RN 18 to the Joshuas' grievance.
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Addendum

Addiitonal laws related to dialysis were broken by
RN 18 in the time period February,1999 through May, 1999.
To understand how those laws applied, it may be helpful to
explain the circumstances in which they occurred.

At the time of her grievance (February, 1999), Jeanie
Joshua had been on home dialysis for 7 years. She had a
perfect record of safety and excellent treatment results.
She had a productive, active life, including tutoring
students in math.

Jeanie Joshua and her husband, Sholom, were trained by
licensed medical staff to perform hemo-dialysis at home.
They were also trained in the dynamics of hypertension, as
required by Federal law (Chapter 4, Sub-chapter X, Part 405,
Subpart U, Section 405,2137 (b)(7)(vi)). That training
included the causes of hypertension and its remedy.

In December, 1998, Jeanie Joshua developed hyperten-
sion for the first time. Various medications were only
minimally effective. Her:hypertension did improve when
her fluid volume was lowered. Because she has no kidney
function, Mrs Joshua essentially can remove fluid only
by dialysis..

In late January, 1999, Dr Davis Abrams gave Jeanie
Joshua orders to deliberately add extra fluid volume and to
decrease the frequency of dialysis.

The orders given were the opposite of the training Mrs
Joshua had received.

The orders exascerbated Jeanie Joshua's hypertension
to an extreme degree.

David Abrams, MD was informed repeatedly by Mrs Joshua
that his orders were exascerbating her hypertension. Dr
Abrams told Mrs Joshua to continue with his orders.

In February, 1999, Jeanie Joshua filed a grievance
with the Renal Networks. She told the Networks that her
health was worsening due to Dr Abrams orders and asked the
Networks to intervene. There was no response to Mrs Joshua's
grievance.

During the time period March, 1999 through April, 1999,
Mrs Joshua tried to find another nephrologist to take over
her care, a nephrologist who would sponsor home dialysis.
Her efforts were handicapped by two factors: (1) There was
no way she could explain what Dr Abrams was doing without
confounding a prospective nephrologist (2) Jeanie Joshua's
health was so undermined by Dr Abrams that she had little
strength to do anything.

In April, 1999' Jeanie Joshua vent to a meeting at her
dialysis back-up unit. She was told that RN 18 had approved
the transfer of her care out of home dialysis to a unit in
Los Angeles, 80 miles away from her home. Jeanie Joshua
protested that the transfer was against the law and conse-
quently she would not agree to it. She asked to speak with
the unit's medical director.(an M.D.). She asked him to
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temporarily take over her care so she could continue to look

for a nephrologist for her ongoing care. The medical director

refused. Mrs Joshua asked the medical director to let her

tell him what had happened to her since February, 1999. The

medical director said he didn't want to hear the account.

Mrs Joshua was told there would be no provision for

temporary coverage by any physician associated with the unit.

Then she was told one unit doctor might be willing to be her

regular doctor, if she passed an interview. All the other

unit doctors had already decided amongst themselves that they

would not be available to provide any care (Most of these

doctors had never met Mrs Joshua).
Jeanie Joshua's experience with her unit's medical dir-

ector contrasts with the following Federal laws:
--Section 405.2136 (g) "Standard! Medical supervision and

emergency coverage. The governing body of the ESRD dialysis

or transplant facility ensure that the health care of every

patient is under the continuing supervision of a physician

and that a physician is available in emergency situations."

--Chapter 7, Subchapter XVIII, Section 1395a. Free choice

by patient guaranteed. (a)"Basic freedom of choice. Any

individual entitled to insurance benefits under this sub-

chapter may obtain health services from any institution,

agency, or person qualified to participate under this sub-

chapter if such institution, agency, or person undertakes

to provide him such services."
Jeanie Joshua was given no freedom of choice as she

was given no temporary coverage necessary to exercise that

freedom. In effect, Jeanie Joshua was being told that she

had no rights in the whole situation.
Jeanie Joshua informed the medical staff at the unit

meeting that she could not give up her rights. In response

she was told she would no longer be given any medications

or laboratory tests: that she was on her own.

The dialysis delivery system, with the participation

and approval of RN 18, had created a situation of extreme

trauma for Mrs Joshua, and violated., multiple Federal laws

meant to protect dialysis patients.
In May, 1999, with no assistance from RN 18 or anyone

involved with her care, Jeanie Joshua was able to make

arrangements with a doctor of her choosing. Through these

new arrangements, she has been able to continue with her

home dialysis..
In Jeanie Joshua's 8 years on home dialysis, she has

met or exceeded all Federal and common sense goals for an

ESRD patient. Throughout her years on home dialysis, she

has required little time or involvement from her dialysis
providers.

Final Thoughts

Patients who are not treated properly are encouraged, in
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the Federal regulations, to file grievances with the Renal
Networks. The law states:

(Chapter IV, Subchapter B. Part 405, Subpart U, Section
405.2138 (e): Standard: grievance mechanism. "0All patients
are encouraged and assisted to understand and exercise their
rights. Grievances and recommended changes in policies and
services may be addressed to facility staff, administration,
the network organization, and agencies or regulatory bodies
with jurisdiction over the facility, through any represen-
tative of the patient's choice, without restraint or inter-
ference, and without fear of discrimination or reprisal."

If a network does not respond to a grievance--as hap-
pened to Jeanie Joshua--or responds inadequately, the patient
has,. in practical terms, nowhere to turn.

The many Federal laws enacted to protect ESRD patients
are of no avail if a Network does not fulfill its respon-
sibilities. A dialysis patient. cannot, realistically,pack
his bags and go somewhere new to get proper care. Most
dialysis providers are for-profit entities and tend to
function as a business where the complaining "customer'
is generally perceived to be wrong--no matter what. Repu-
tations follow the patient from one provider to another.
Because patient rights tend not to be enforced (Jeanie
Joshua's experience is a graphie example), providers can
decide to refuse dialysis to a patient. This is a fright-
ening scenario. (One noted exception to this practice is
in the case of prisoners who require dialysis. Because
prisoners have the assistance of law enforcement, they are
not turned away by providers. Even prisoners known to be
violent will be escorted right into a facility, with guards
provided as a protection against trouble).

But for the lone dialysis patient, most of whom are older
individuals with poor or failing health, there is no assist-
ance. If the dialysis delivery system decides to close its
doors, the patient's onlyrecourse is an emergency room and
the courts.

Additionally, dialysis providers are frequently formed
into groups. Often there is only one group where the patient
lives. The patient, for fear of no dialysis, tends to be
quiet about poor care.

Another important issue is the under-utilization of
home dialysis. Only 1% (approximately) of hemodialysis patients
receive treatments at home, even though it is an established
fact that patients do better, feel better, and have healthier,
happier lives on home dialysis.

The Renal Networks are entrusted to Improving the quality
of health care services and quality of life for ESRD bene-
ficiaries." A fundamental responsibilty of the Networks, to
fulfill its stated goal, is the investigation and resolution
of grievances. Failure to do this is a betrayal of the public
trust.
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The Federal regulations provide for, the termination of
a Renal Network that has failed to fulfill its responsi-
bilities:

(Chapter 7, Subchapter XVIII, Part D, Section 1395rr
(c)(ii) (II): "An agreement with a network administrative
organization may be terminated by the Secretary only if he
finds, after applying such standards and criteria, that the
organization has failed to perform its prescribed responsi-
bilities effectively and efficiently. If such an agreement
is to be terminated, the Secretary shall select a successor
to the agreement on the basis of competitive bidding and in
a manner that provides an orderly transition.s
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ATTN: Mr. Cecil Swamidoss - per our recent phone conversation,
I am forwarding this material

I am a Professor of Psychology at Cleveland State University
and have been a dialysis patient starting in 1995.

I receive my B.A. at Harvard College in 1965 and my Ph.D. in
Psychology at Columbia University in 1974.

I will be happy to provide more information if it would be helpful.

Best wishes,
Bob Sollod

Senate Office Building
Washington, D.C.

Dear Senator Grass"Y'

It is only a couple of days ago that I became aware of your
hearings on the U.S. dialysis crisis. I have not have time to
present a complete response for the hearings, but I have put
together as much as possible within the brief time allotted.

I started dialysis about five and a half years ago. Since
that time, I have been on hemodialysis a total of four years,
a transplant almost one year and peritoneal dialysis about a half
a year. I will restrict my comments here to hemodialysis as
administered in a dialysis center.

I am a 58 year old college professor of psychology. I have
continued teaching, writing, research and other activities during
this period although not at the level I could achieve earlier.
I am currently putting in three afternoons and early evenings
a week to receive dialysis (15 hours in all at the dialysis
centers.

Most recently, I noticed a large staff turnover at our
dialysis center. This was not atypical, but not only were
technicians turning over this time, but so were nurses and
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supervising nurses. The new technicians were poorly trained. For

a month,I did not notice anyone washing his or her hands.
Technicians would go from one patient to another without changing
gloves. This is an extremely dangerous practice as it may involve

preading deadly viruses and bacteria from one patient to another.

One technician had long fingernails and a lot of jewelry at the

same time I was watching a television show about the dangers of the

spread of infection in just such a manner with premature infants.

Technicians would be working on a patient and paying attention at

the same time to someone else ten yards away and carrying on a

conversion. Technicians would (and still do) engage in loud banter

when patients are trying to sleep. There seemed to be little or no

regard for a sterile field as after the needle site was swabbed
with alcohol, technicians would carelessly touch it.

patients did not wash their own hands or fistulas prior to

treatment. Food sharing between patients was allowed.

I complained to the center's national headquarters, and the

CEO emailed me and promised he would take action. There was

subsequently some improvement, but most of it resulted after I

printed up a large card saying, 'Please be sure your hands are

clean and that you have new gloves on before working on me or on

touching tubes containing my blood. Thank you for your

consideration." In a few cases, I would not let technicians
approach me until they had washed their hands. They were not

pleased, but I knew I had to protect myself.

The scenario's detailed above are symptomatic of a system in

crisis.

Here are some - only a few - of the many problems of which I

am aware.

The technicians are overworked. They are assigned four

patients at a time. Only a few years ago, they had only three.

The history here is educative. Once doctors, then mostly nurses
and now technicians are mostly administering dialysis.

Medical consultations are few and far between. My doctor sees

me at most ten minutes a month. Various medical conditions can and

do slip between the cracks even though I make every effort to keep
up with what is going on. For example I was losing much bone mass

as a result of hyperparathyroidism (common in kidney failure).
Some two or more years went by before I realized that I needed a

partial parathyroidectomy. By the time it was done, I had severe

osteoporosis. My doctor had mentioned it once earlier and I had

not followed up as a result of other complications at the time.

He did not take it upon himself either to have me check my bone

density again or to suggest that I have the surgery done. Many
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patients develop life threatening osteoporosis when it could have
been prevented with a parathyroidectomy.

To generalize, dialysis patients usually have problems with
many systems. A few minutes a month of medical consultation is not
enough for them to get adequate care.

As far as I can see, there is no-one working to support
dialysis patients in obtaining or maintaining employment.
The scheduling of dialysis does not easily accommodate people
working a normal schedule.

There is no effort towards rehabilitation of patients -
period.

Psychological counseling or referrals for patients seems nil.

There is little or no preparation for patients prior to
dialysis. They receive little or no information about dialysis or
how to cope with it. They no little about the procedures or about
the medical aspects of dialysis. There is often very little
orientation - and no continuing education about how to cope with
dialysis.

Subsequently, I routinely see patients taking off too much
fluid and having cramps or becoming faint (or fainting) without
either they or a technician realizing that the settings have to be
adjusted for weight change. Many patients do not even know that
the best way to avoid fluid accumulation between sessions is to
avoid salt. "Water follows salt" is a dictum with which most are
not familiar.

There is little awareness about the benefits and drawbacks of
transplants.

Supplies are inadequate. Sometimes supplies are second-rate.
Dialyzers are reused to save a few dollars, but with major
consequences for the safety and health of patients. Reuse of
dialyzers is rare in Europe, where the mortality rate is
considerably lower.

Doctors are referring patients to centers in which they have
a financial stake. This very factor alone mitigates against any
real effort to improve a center.

Citizens cannot find out the comparative mortality,
hospitalization or infection rates among centers. One does not
know if one is entering a comparative death trap or not.These
figures MUST BE MADE PUBLICALLY AVAILABLE. They could be adjusted
for type of patient and pre-existing severity of complicating
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conditions.

There is no Medicare incentive for centers to improve the
health of a patient or to help him or her improve the level of
functioning - including employment status. There must be
INCENTIVES for this type of effort.

Centers are inflexible in treatment schedules. It is an
assembly line. Efforts to have all-night therapy, four-day a week
therapy and other varieties as have proven successful in other
countries are not even considered. Programs to teach patients to
administer their own dialysis are far and few between.

There is little incentive or opportunity for new dialysis
protocols.

Senators, this is a crisis. Of our 350,000 dialysis
patients, about 20% die annually. This 70,000 is greater than our
losses in Vietnam. Our death rate should be at least 1/3 lower to
match the rate in other Western countries. Saving 21,000 extra
lives a year is a worthy goal. But improvement in dialysis would
also enable the lives of many of the 350,000 to be happier and more
productive. Many immediate family members are also harmed at
present. There is every reason to believe that, with current
technology, even more lives can be prolonged.

In an attached document, I have summarized in narrative form
my experiences with the health system and, in particular, those
relating to treatment of kidney failure and ESRD. It is a personal
document, but I hope it will be relevant and useful in conveying
some of the experiences that may occur in our struggling dialysis
care system.

Sincerely,

Robert N. Sollod, Ph.D.
Professor of Psychology
Cleveland State University

attachment: Beyond the Safety Net
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Living Beyond the Safety Net u n A'&<,., PI

Robert N. Sollod, Ph.D.

I am a middle-aged academic and practicing clinical psychologist in the Mid-West

("middle-aged, middle class and in the Mid-West") with a background of helping people with

many problems in different clinical settings. As a university professor, my scholarly activities

have been in the area of the history of psychotherapy, the integration of different approaches to

psychotherapy and the relation of psychology to religion.

In 1990,1 spent part of my Sabbatical in Cyprus, where I studied with Daskalos, a Greek

Orthodox mystic, heater and teacher. His teachings vitalized the spiritual dimension of my life.

He had a deeply transformative presence, and his convictions seemed to come directly from

experience. He asked his students, "Do you have a soul? No, you are a soul and you have a

body." He urged people to accept whatever life brought as part of a Divine plan and to learn from

all life's experiences. He perceived death as not an end to life but as a 'change of state".

Overcoming egoism through daily self-examination was a central themc. He taught that we are

responsible for our thoughts and feelings and could develop an awareness of spirit. He conveyed

and promoted an egalitarian attitude toward others. I learned much about the relation of

spirituality to psychology and was looking forward to the possibilities ahead of me. I believed I

was not only a seeker but also a "finder" and could convey some nuggets of truth to others. I

thought that I would be able to pursue real psych-ology, literally, in Greek, the

study of the soul. I did not realize that these teachings would shortly become essential for mc.

I returned to the states in December 1990, in time to avoid the onset of the Gulf War,

which shortly would ensue near Cyprus. was sweaty, exhausted and dizzy by the end of the
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airplane trips home. I suffered from fatigue and often became exhausted during the next few

weeks. I was very irritable. Jeanine and I joined a health club to improve our fitness. On the first

try- out of the assigned weight-training exercises, I became out-of- breath, very sweaty and had to

stop. Jeanine was concerned when she saw me lying down, exhausted, on a bench at the health

club. I reassured her that I was just out of shape. I did not imagine anything serious and certainly

did not link this with my experience in Cyprus. An exercise supervisor required me to get a

doctor's approval before returning.

I visited to my primary-care doctor, who examined me and ran some blood tests. He

phoned me a few days later and informed me that my creatinine level was high - an indication of

kidney failure. At a subsequent appointment, he told me that my prognosis was end-stage renal

disease (ESRD) -with either dialysis and/or a transplant in the offing. I was stunned and

at first did not fully believe or accept this abruptly conveyed diagnosis. During the next few

weeks, I spent long periods alone in order make sense of my situation. I thought of illness and

death while life around me went on as usual. Others were concerned with summer vacations,

departmental politics, automobile repairs, minor medical problems and the news of the day. T

sought the strength to cope with what might be in store.

I felt blind sided because no doctor had informed me that I was a candidate for kidney

failure. I had hyperlipidemia and moderately high blood pressure for many years. These

conditions had been treated symptomatically. No-one had pointed out their connection with or

the seriousness of an underlying chronic nephrotic syndrome. My HMO physicians had never

referred me to a nephrologist. Even if my condition and prognosis had been adequately

formulated, however, there was no indication that any treatment could have prevented a

2
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downward slide.

Oddly enough, the very next day one of my students reported that her cat had been

diagnosed with kidney failure and would shortly have to be "put to sleep." The cat had been

urinating "all over the place" for many months and had finally been diagnosed by a veterinarian

as having kidney failure. I was surprised and amused by the coincidence or syncbronicity

involved, identified with the cat and offered, jokingly, "Would you ever consider cat dialysis?"

I learned that kidneys could deteriorate for many years without symptoms of uremia, a

serious condition caused by the buildup of waste products in the blood and body tissues. A

person could live normally on as little as 20 percent of kidney capacity. Apparently, my kidneys

had been deteriorating for many years but had been functioning at more than this essential 20

percent.

A few months later, in July 1991, I switched from my primary care doctor in an HMO to

a major medical center for a more complete appraisal. After an initial interview and evaluation, I

was marking time in the cafeteria. ("They don't call us patients for nothing.") An announcement

on loudspeakers indicated that I should return to the nephrology clinic. A staff person there

said that it was important to for me to be seen right away. He said that they had put out an "all

points bulletin" for mne. "Whafs the urgency?" I asked a doctor. "We want to be able to see you

next week." He said that, if I continued to take vasotec, I might die suddenly. Vasotec was-the

antihypertensive medication I had been prescribed for many years. The doctor indicated that

vasotec raises the potassium levels in people with kidney failure. In my case, I was informed,

blood values of potassium were at a potentially lethal level. The first symptoms of too much

potassium in the bloodstream, I was told, are cardiac arrest and sudden death. I was given some

3
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samples of a different anti-hypertensive to take. I was stunned by the doctor's abruptness as well

as by what he had to say.

I reported the information to my affable primary care physician, who had been

responsible for the vasotec prescription. In a barely audible voice, he indicated that he was

unaware of vasotec's potentially lethal side effect in kidney patients. His ignorance might well

have resulted in my death, and nobody would have discovered the cause. As I left his office, I

had mixed emotions. I was disappointed and angry. I had been let down by someone I

liked and had trusted. His warmth and concern did not compensate for gaps in his knowledge.

I realized that I could not completely rely on physicians' advice nor ever again

automatically trust their conclusions or regimens. I decided to become more self-reliant in my

approach to medical care. I wrote some letters to newspapers about the inadequacies of HMOs.

but they were not published - possibly because HMOs were popular in the early 1990s and

considered a progressive solution to the rising costs of health care.

The next few years involved living with increasingly severe kidney failure. I became

more and more uremic but did not yet need dialysis, my symptoms being fatique, weakness,

incessant itching, poor appetite, bloating, irritability, and difficulty concentrating. I had not

known anyone who had kidney failure. felt isolated in my struggle with this uremic syndrome.

Not surprisingly, Jeanine was concerned about my deteriorating condition.

Using my scholarly habits and skills, I tried to become an expert on kidney failure. I

asked doctors and nurses many questions, did computer searches and read articles in medical

journals. I remember commenting, 'My brain is trying to save

my other organs." With the concurrence of my new primary physician, I concluded that it was
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worth trying massive doses of cortisone in order to protect my remaining kidney functioning,

Mood changes, fluid retention and weight gain are among the side effects of cortisone

treatment. The alternate-day regimen of cortisone resulted in elation on days when I was taking

cortisone. Withdrawal symptoms of enervation and great fatigue occurred every other day. My

academic productivity alternated from day to day. I was able to write some publishable articles

during the good days. Given my sense of a limited future, I was corunitted to focusing on topics

close to my heart -which might be of real benefit to others. One article, which received much

favorable attention, was entitled "The Hollow Curriculum'. it discussed the omission of teaching

about religion in higher education. Invitations to speak nationally followed, but I was too

exhausted much of the time to be willing to accept them. I also wrote an article about the utility

of techniques and concepts drawn from healing and spiritual traditions in psychotherapy.

Full of hope, I tried some alternative treatments, including hands-on healing touch. A

practitioner would presumably send "chi"or prana, forms of subtle energy unknown and

unaccepted by modem science, into the kidneys. The chi was thought to open up any energy

blockages that might have contributed to the kidney failure. This alternative approach was

beneficial in that it increased my somatic awareness and helped me access some suppressed

emotions. It helped me understand some of the connections between my emotions and physical

states. I traveled to see a Chinese herbalist in New York and an Eastem European "healer"

practicing in Bethesda -one recommended by a friend and the other in a newspaper article. A

healing group intended my healing and well-being. I believed that spiritual healing might arrest

or reverse my condition. But neither conventional medical treatment with cortisone nor

alternative healing methods prevented the ongoing and inexorable deterioration of my kidneys.
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I did find that practicing meditative self-observation and sometimes reaching an inner awaicness

or presence lightened my mood. I felt better without actually becoming better. I continued to pray

for healing, if that was God's will. I wondered what the purpose of this illness might be.

Some of my friends and acquaintances indicated that they thought my illness was a result

of a personal failing of some sort. I found myself in partial agreement. They said that, if I

changed my thoughts and emotions, my kidneys would improve. Having normal kidneys and

being in good health, they exuded a distinct sense of superiority and self-satisfaction. They also

recommended numerous forms of herbal and vitamin medicine, acupuncture or tai chi that had

worked for them. One confidently suggested that I drink a lot of water - bad advice for a person

excreting little urine.

After a while, I realized that, in practically every case, those who recommended and

swore by alternative treatments had not confronted anything more than malaise or mild

symptoms of depression. I found their attitudes to be poorly informed, judgmental,

condescending and irritating. Some acquaintances, I found, actually started to avoid me. I was

told that my illness made one of them uncomfortably aware of his mortality. I often spoke about

the general nature of my disorder but preferred not to go into details unless I felt relaxed, and

particularly open, with someone.

I continued teaching but stopped seeing psychotherapy clients except for brief consults.

This was the first time in my career that I was not engaged in the practice of psychotherapy. This

activity was an early causality of kidney failure. I had to acknowledge the potency of this illness

and the importance of physical health I was also too sick to continue in a pro bono inner life

support group I had formed. It went on without me. I did not trust, given my concerns about
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medical problems, that I could function as an effective psychotherapist. Nor was I able, as I

jettisoned downhill, to elaborate creative ideas in scholarly journals. I had enough intellectual

stamina to write short reviews, comments and letters for professional journals, but scholarly

articles were too taxing to complete. Nonetheless, I wanted to continue to work for a positive

legacy.

During this period, I committed myself to initiating community service efforts at the

university. I was feeling very iteby, tired and nauseous much of the time. In spite of numerous

obstacles and indifference on the part of some administrators, I was able to organize many

faculty, staff and students to promote community service and service learning on our large urban

campus. I was trying to make a difference in the limited time that appeared to be left to me. It

was an often lonely quest. I often tried to emulate the-dying protagonist in Carissa's film, Acer,

who struggled to have a playground built in spite of terminal cancer and bureaucratic obstacles.

I became very involved in helping to form a new faculty union. Even though not feeling

well much of the time, I became the Chief Negotiator at the beginning of a difficult initial

negotiation. Dealing with my illness had somehow helped me have the courage and toughness to

face an unpleasant administration Chief Negotiator. My continuing struggle with a chronic illness

cast a bright shadow in the high regard that many others felt for me. The teamwork and

camaraderie with other faculty union members boosted my morale and helped me overcome a

sense of isolation.

We did achieve our first union contract. It included equitable proposals that would not

help me personally but would have a positive impact generally. It was a remarkable achievement

to convince the faculty to go without an across-the-board pay raise for one year in order to
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provide fimds to establish minimum salaries per rank. Our negotiations, from which I had to

withdraw for health reasons, resulted in greater salary equity -particularly for female faculty

members. Greater professional security was written into the contract. Some colleagues were

encouraged to give up their moonlighting jobs outside of academia.

Returning now to my illness, I wondered what personal failings if any had contributed to

my kidney failure. A renal biopsy indicated cellular sclerosis (scarring). The most likely etiology

was a strep infection many years earlier followed by consequent inevitable deterioration of my

damaged kidneys. I was relieved that my personality did not appear to be at fault.

I saw an article in a scientific journal about an experimental treatment for kidney failure

involving a genetically-engineered insulin-like human growth factor. This growth factor had

stimulated kidney regeneration in laboratory animals. Its effects on humans were unknown. I

decided to apply to be a subject in this program conducted at a medical center in St. Louis -about

a thousand miles from my home in the suburbs of Cleveland. My condition turned out to be

suited to the experimental protocol- I was one of a handful of people to be accepted into the

program. In Spring of 1994, 1 spent more than seven weeks as a guinea pig while receiving large

doses -worth about a million dollars ($20,000 per injection) - of the experimental human growth

factor. I became a valuable research subject. I hoped to prevent or at least forestall the need for

dialysis.

Roles as scholar and therapist emerged in addition to my roles as experimental subject

and patient. Aside from times for specific tests, I was given the run of the hospital and the city. I

often went to the medical library among the researchers and medical students, where I spent

many hours reviewing the latest nephrology journals. I was also writing a study guide for a
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personality theory textbook on a laptop computer. One of the doctors involved in the research

project was extremely knowledgeable, friendly, informative and compassionate. He treated me as

an equal. I spent some time almost every day finding out more about the vicissitudes of kidncy

disease, dialysis and transplantation.

I felt a sense of kinship with the other kidney-failure patients I met. We used the abundant

free time to discuss the ins and outs of kidney failurc. One patient had undergone a successful

kidney transplant from a living donor. I saw this patient's result as one that would likely occur in

my future. T had been assured by my sister that she would donate a kidney to me.

I also met other research patients with different conditions and experimental protocols.

As George Burns quipped about old age, I " . . .had the opportunity to learn about all kinds of

diseases that I didn't know existed." One patient, a Peruvian teenager, had a rare genetic disorder

that made his skin so sensitive to light that he could not go outdoors. His face was scarred with

numerous cancerous and prc-cancerous lesions. I listened to his concerns and cheered him up

with some fanciful suggestions such as being completely covering himself with opaque garments.

I tried to be helpful to other patients and often reflected upon our comparative fates. Oddly, I

found myself enjoying my combination of roles as a patient-experimental

subject-investigator-helper. This hiatus was a.reprieve from the pressures of daily life. T was able

to meditate, to practice self-observation and to experience an inner presence on a regular basis.

-My kidneys did start to improve from the growth factor -with marked increases in my

energy and stamina. It seemed miraculous to reverse the course of the disease -to feel less itchy

and more energetic. I became hopeful that progress would continue. I visualized healthy kidneys

and used autosuggestion to enhance the effects of treatment. I was pleased to discover that I had
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become able to walk miles without fatigue when I participated in a Kidney Foundation marcb to

encourage kidney donations.

The therapeutic effects of the experimental treatment, however, shortly faded. My kidney

failure symptoms increased. The doctors concluded that further treatment was useless and

decided to stop administering the growth factor. I was disappointed in this development and

likened myself to Cinderella when the clock struck twelve. My condition reverted back to what it

had been. The magic was over. Side effects of the research project included noticeable thickening

of my skin. In addition, for the first time, doctors detected a heart murmur.

Upon my return home, I decided to postpone dialysis as long as possible. This could be

accomplished by following a strict low protein diet -to keep the level of blood urea nitrogen low.

This approach was controversial but had been mentioned favorably in some medical journals and

by one of the doctors in the experimental program. My nephrologist disapproved. He insisted that

I arrange for vascular surgery to make dialysis possible immediately and begin dialysis as soon

as possible. He said that he would not see me any more until this had been done. My trust in the

infallibility of medical advice had already been shattered. I called back the next day and told his

answering machine that I was determined to go without dialysis as long as possible. He did not

call back. Later I learned that he was known to have an authoritarian style -made worse

because he had just recovered from surgery himself and was not at his best I quickly found

another nephrologist, who agreed to help me stay off dialysis as long as possible.

My understanding of the world and of myself was shifting profoundly. Few areas of my

thinking or interacting were unaffected. I was already irrevocably marked like a butterfly whose

wings had been touched. I was growing less concerned about the approval of others. I became
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more open and direct in my approach to teaching. My weighing of pnorities had changed in light

of my sense of a limited future. I realized I would have a different approach in the way I could

work with and help others, but I was not sure exactly how. Some people urged me to formulate

and write down my observations and insights. I did not feel I had the hactry to stand back and

thoroughly analyze bow I was changing. I was vigilant regarding the changing nature' of my

medical condition.

As the waiting list for a cadaveric kidney was very long, my last hope to avoid dialysis

was that my sister would donate her kidney before I needed to begin. I told a number of friends

and acquaintances that I would not need dialysis as I was fortunate that moy sister who would

donate a kidney. This was reasonable as, very early. she had volunteered to donate a kidney. Her

compatibility was positive. But she kept putting off the scheduled surgery. She and her husband

began to become more fearfil about the anticipated discomfort and risks of surgery and

inconvenience of travel away from home (My insurance policy would not cover hospitals in her

region.). She also indicated that her mild hypertension disqualified her.

I obsessed about whether she was unwilling or unable to donate a kidney. My doctor told

me not to think about it ("Don't go there). I went along with his terse advice even though I

considered it lacking in psychological sophistication. my sister would not or could not rescue me.

It was her choice to make, for whatever reason. I felt abandoned by her. My sense of isolation

and separation from the flow of life became stronger. A few weeks later, she revealed that she

had an unsettling dream in which I had died because I did not receive a compatible kidney

transplant I was not reassuring when I replied, "It could happen." She paused and went on to the

next topic.
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I was surprised at what I had said but did not feel I should apologize. Other "places" I

knew not to go too often were the self-pitying place and the morbid-imagining-of-dire-futures

place. I realized that these attitudes were wrong from a spiritual point of view. They also

deflected my limited energy from the goals of maintaining my morale, continuing my necessary

activities, and coping with daily life. It was essential for me to maintain a certain mental and

emotional discipline. when others wanted me to get upset about something, I learned to reply,

"Worry is a luxury I cannot afford." Daily periods of self-awareness and practicing a spiritual

presence were vital for maintaining an inner sense of well-being. I tried to nurture positive and

life- enhancing thoughts and to avoid most negativity.

I was able to postpone dialysis until March, 1995. This was almost two years since it had

almost been forced on me. In spite of the continuing "healing hands" treatment and the low

protein diet, I became increasingly uremic. I remember that, during this period, I often engaged in

meditative awareness of my body's movements as I trudged slowly and breathless to meet my

classes. I started having frequent nosebleeds, one symptom of severe uremia. My skin developed

a yellowish tinge and, as Jeanine let me know. I had a pronounced trine-like odor. My doctor and

I finally agreed that I had to begin dialysis. My diagnosis was now end-stage renal disease

(ESRD), a term that assuredly is not a euphemism.

Starting dialysis would mean the end of my life as I knew it A social worker informed

me that a large percentage of relationships break-up and many people are no longer able to work

as a result of the burden of dialysis and its complications. Both Jeanine and I felt apprehensive

and disoriented when we first heard the details of dialysis. It triggered fears of illness, loss and

death. Neither of us was confident about the fixture. As I approached the onset of dialysis, Dante's
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phrase for the sign on the entrance to hell occurred to me: "Abandon hope, all ye who enter." The

future appeared bleak as I began to yield to hopelessness. I felt as if I was drifting, untethered, Out

into space - like the astronaut in 112001". While ordinary life went on as usual around me, my

mind was centered on the meaning of my life and on human mortality. I knew that I would

shortly die, were it not for the invention of dialysis.

My nephrologist suggested that I start dialysis without missing a beat - without missing

any work or activities. He was right. I was able to proceed with dialysis quickly and without

interruption of my teaching schedule. It looked as if I could maintain my university

responsibilities. I was pleased.

I entered a world that I had imagined only vaguely but dreaded nonetheless. I found

myself sitting next to a dialysis machine in a room full of medical personnel and patients - with

tubes attached to very large needles inserted into a fistula in my arm. A fistula is a vein which

receives arterial blood flow as a result of surgically splicing an artery to it. My blood flowed out

of my fistula through the tubes of the machine and the artificial kidney and back into my body.

At times, I felt faint or had severe cramps. There were often problems with my fistula, including

infiltration (the needle punctures the wall of the fistula leading to blood flowing in a painful

bulge under the skin) or blood clots. The needles were often very painful. It was difficult to sit in

a chair for four hours. The procedure was simultaneously awesome, frightening and reassuring. T

felt more energetic and was less uremic after the first sessions. A machine could keep me alive;

I was knowledgeable about kidney disease but found that most of the patients had

received little information about their condition or treatment. One patient said that he had been

feeling bad, saw a doctor, was tested and then told he had to start dialysis There was not even
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time to insert a fistula. Instead, he a tube was placed into a subclavian vein. Patients often did not

know the causes of cramps (usually sodium depletion), the need to control fluid intake between

sessions, the necessity to limit phosphorous intake to avoid bone loss and the importance of

regular and adequate dialysis.

Most of my fellow patients were A~wAmericans from the inner city. A few were

functionally illiterate. Some were not employed and were on some form of disability or

Medicaid. Nationally, the poverty rate for dialysis patients is 50%, and the programs do little to

enhance employability. We related in a friendly way. They called me, "Doc" and often asked for

advice about their condition. They seemed to feel reassured that 1, an "elitist." was participating

in the same treatment as they received. We were all in the same boat.

Dialysis nurses and technicians varied in experience, competence and in their ability to

relate in a respectful way toward patients. They often were overworked, undertrained and under

a great deal of pressure. They were usually inadequately supervised. Some were caring, sensitive

and competent. Others were not. A sadistic nurse refused to remove a needle she had inserted

into a nerve plexus - in spite of my protestations of pain. Some rigidly adhered to dialysis

prescriptions in spite of the fact that too much fluid was being removed. I saw a frail and elderly

fellow-patient faint and lose consciousness from reduced blood volume. one technician

remonstrated patients for their attempts to diverge from a doctor's outdated orders. Dialysis

technicians often conversed with one another while they were inserting or removing needles or

adjusting the machine. Some technicians refused to inform patients when they adjusted dialysis

machines. As my fistula developed slowly and some technicians were inexperienced, there were

some difficult sessions. One time three additional needle sticks perforated the fistula. This led to
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significant painful swelling under the skin. Like the other patients. I often felt helpless and

frightened at the dialysis center.

During dialysis, I developed a bizarre behavioral disorder, pica (which consists of the

ingesting of non-nutritive substances). Pica is known to occur when there are vitamin or mineral

deficiencies or toxicity. Many dialysis patients develop a desire for ice. In my case, I startcd

chewing on and often swallowing paper and cloth, for which I had developed a strong craving. I

had little shame regarding pica. At one period, I actually bought a dozen high quality cotton

handkerchiefs for the purpose of chewing on them and ingesting them. I remember telling the

retail clerk, 'These handkerchiefs look good enough to eat!"

A few technicians were horrified when I started eating paper during dialysis. One

nutritionist checked out the content of the.paper I was eating paper to ascertain that I was not

damaging myself. Some-patients were made uncomfortable by the sight of me eating paper. I

recall one patient repeating in a loud voice, "Our doctor is a quack! our doctor is a quack!" After

a few minutes he explained, "How come he don't let me eat chicken (during dialysis) but lets that

man eat paper?" A few hours later, he asked me, 'What color is it when it comes out?"

Research indicated that I would increase my chances of survival by having longer

sessions than average. Even though my physician concurred, the technicians found that my

longer sessions slowed them down. They often teased me for taking so long and tried to rush me.

I stubbornly stuck to my dialysis prescription. I felt much better with the longer sessions.

I spent about fifteen hours a week at the dialysis center. Interaction with other patients

became a regular part of life. Dialysis patients tend not to socialize outside of treatment The

possibility of attachment and loss, one patient said, kept him from wanting to get too close to
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others in the same boat. If not friends, they become very familiar acquaintances. I found that I

was able to be helpful to them by listening and with information as well as emotional support.

I was stunned when I discovered that the middle-aged person's average expected lifespan

of about 30 years was reduced to seven years for those on dialysis. Mortality rates among

dialysis patients are high -about 20% a year in the United States. This is equivalent to mortality

during combat. Death may come from many factors - especially those that are dialysis- related.

Infection (usually from the dialysis process), cardiovascular complications and the voluntary

withdrawal of patients from dialysis are the major causes of death. Refuisal to begin or continue

dialysis is, curiously, not considered suicide.

I learned something about the economics of dialysis. Medicare had covered the expenses

of dialysis patients since 1972. At that time, Vance Hartke of Indiana introduced a bill to put

dialysis patients, regardless of age, on Medicare. Prior to the passage of this bill, about half of

those needing dialysis died because they could not afford treatment. Expenses are currently over

$25,000 per patient each year. My bills, paid entirely by Medicare and insurance, are about

$60,000 a year. My bills are higher than average because I need very large

doses of an expensive genetically-engineered medication, Epogen, used to treat the anemia that

accompanies kidney failure. These expenses are greater than my income after deductions. I often

wondered how many lives in third-world countries could be saved by my $60,000 per year. A

presidential candidate I formerly would have supported came out for "medical savings accounts",

which would have been laughable in my case.

For the most part, dialysis centers have become profit- making institutions with fixed fees

established by Medicare. They are rewarded for cutting costs in order to maximize profits. They
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are not rewarded for improving the quality of life of their patients nor penalized for poor

treatment. As dialysis centers do not reveal their mortality rates, a patient has no way of finding

out if he or she is entering a good center or a virtual death trap. I discovered these and other

problems with the health delivery system for dialysis. I contacted a local reporter and

Congressional legislative aides, drew their attention to many of the problems surrounding

dialysis care, and discussed possible solutions with them.

Subsequent to the events related to the onset of ESRD and dialysis, I developed a

considerable medical history. Many of the incidents included life-threatening medical

emergencies. These are par-for-the-course for dialysis patients. My medical emergencies were

anxiety provoking and exhausting for Jeanine. She sometimes started trembling when I was

having a medical crisis. I felt despair as I did not see how I could reassure her. I knew that my

situation was weighing very heavily on her and wondered if we could stay together.

I began peritoneal dialysis, a method that can be carried out at home, is more flexible and

offers more autonomy to the patient than in-center hemodialysis. After six months, as is often the

case, I developed peritonitis - caused by bacteria entering the abdominal cavity - and had to

resume hernodialysis. Jeanine was relieved because she did not like the intrusion of the

equipment and the need to do medical procedures at home. She was increasingly concemed about

my vulnerability to infections.

A routine colonoscopy, an intrusive diagnostic evaluation of the colon, led to my having

an outpatient removal of a non- premalignant polyps or growths. All seemed to go well but, a few

hours after discharge from the hospital, I discovered profuse rectal bleeding. What seemed to be

diarrhea was actually composed mostly of dark-red blood. Apparently, an intestinal blood vessel
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had been perforated during the surgery. I was rapidly becoming faint and was lucky to be able to

get to the emergency ward and intensive care just in time to avoid going into shock. Intravenous

fluid was immediately administered, and I received three units of blood.

Once in intensive care, I wanted to sit up because I felt uncomfortable lying down. Thc

discomfort stemmed, without my realizing it, from fluid in my lungs from congestive heart

failure. This is a common symptom of congestive heart failure. The hospital staff also did not

seem to be aware of my condition. The intensive-care nurses were unhappy with me sitting up in

bed. They wanted me to lie down in the bed and use a "potty". I refused. I wanted to get out of

bed and use a portable toilet next to my bed. My nurse said I could not be allowed to stand up

because I might faint. I said I could stand up and judge if I got dizzy. The nurse did not approve.

In desperation, I engaged in "civil disobedience." I stood up on the bed and, feeling steady,

danced a little jig. I thought, "This is out-of character." My behavior was clearly an intensive-care

rule violation.

I said, "See, I can stand up on the bed. I can even dance. Look!" I felt much better

standing as I could breathe more easily. My nurse repeatedly ordered me to get down, but I

refused. She looked distressed and backed out of my alcove. I did not see her again. A few

moments later three other nurses and two attendants appeared in my section. Expressionless, they

observed me standing on the bed. I was afraid they would put me in restraints. I repeated, "You

see. I can stand on the bed. Certainly I am able to use the portable toilet." After a few minutes of

observing me, they left. A different nurse returned. She allowed me to get out of the bed and

finally usc the portable toilet. I felt relieved (excuse the expression) and vindicated.

I was scheduled for diagnostic catheterization to discover the cause of the bleeding. over
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night, however; the bleeding had stopped. Early the next morning, I was taken to an operating

room where a team composed of an anesthesiologist, some nurses, a doctor, a resident and others

were ready to conduct this procedure. I had already been moved to an operating table and

prepped for the procedure when the radiologist-in-chargc came over and spoke to me. He

informed me of the purpose of the procedure and the risks involved. I thought for a few minutes.

I did not understand what point there was in trying to locate the source of bleeding that had

stopped the night before. I refused to provide consent for the procedure. I said I would not agree

to a procedure the purpose of which made no sense to me. The doctor replied that the team had

come in especially early on a Sunday morning (7:30 A.M.) just to do the procedure. They were

eager to begin.

Lying on the operating table, I used my best negotiating skills. I indicated in a friendly

manner how commendable their behavior was and that I appreciated their dedication. I

maintained that, nonetheless, there was still no point in conducting a useless and risky procedure.

The radiologist left - saying he wanted to make a phone call. He returned shortly and reported

that the Chief of Gastrnenterology agreed with me. I was relieved and thanked him

whole-heartedly. I felt triumphant when I found out that I would not have to undergo this

procedure. I was broken the mold of the helpless patient. I would have submitted to an

unnecessary invasive procedure if I had been less informed or assertive.

About fifteen months having started dialysis, by the late Spring of 1996, symptoms of

congestive heart failure were becoming apparent During this time I also developed a stubborn

case of pneumonia. I was finally referred to a cardiologist. My ability to fimction was impaired,

and I often was exhausted and short-of-breath. The cardiologist diagnosed me as having a
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problem with the mitral valve and enlargement of the left ventricle, with reduced cardiac output.

At the end of his examination, he said that my condition was inoperable - with inevitable

deterioration and likely death in a few years! I was stunned by this abruptly presented

information. I found it hard to accept the notion that I would die before most of the dogs I knew.

The next few days, I contemplated the implications of this medical appraisal. My situation

reminded me of the case histories of voodoo death that I had mentioned in Abnormal Psychology

courses. I was condemned..

I was given an echocardiogram, a noninvasive diagnostic technique using computer

analysis of reflected sound, the next week. After perusing the results, the cardiologist revised his

opinion and said that my heart condition was operable. He recommended mitral valve repair. I

had received a reprieve.

I did not understand the cause of the rapidly developing mitral valve problem. One of my

doctors said that my rapid onset of heart trouble might have been caused by the insulin-like

growth factor that I had been given in the research project. This growth factor may have caused

growth and deformation of the heart The initiative I had taken with so much enthusiasm to

attempt to restore my kidney functioning might have caused severe and irreversible heart

damage. I realized that my initiatives to stave off kidney failure

The medical center had been publicizing a newly developed minimally invasive approach

to heart surgery. I indicated my willingness to try it. I would be about the 150th patient ever to

have this approach. Instead of splitting the chest, a small hole is made in the breastbone and

special instruments were used for the surgery. The time of recovery is reduced and the chances of

infection minimized by this minimally invasive technique. I was not informed of any particular
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dangers of this approach. During the minimally invasive procedure, however, the heart-lung

machine is attached through a vein in the lower right part of the abdomen, the external inguinal

vein. I was informed only weeks after the operation that this part of the procedure presents

present risks that do not occur in conventional surgery.

"The operation was a success but the patient almost died." Perhaps the problem was that

the surgery occurred in early July, a month when new and inexperienced-surgical residents arrive.

The mitral valve repair went well. Right after surgery, a large vein -the external iliac vein - that

had been used to connect the heart-lung machine, ruptured. Intensive care nurses noticed that my

abdomen was swelling from profuse internal bleeding. My vital signs were deteriorating. I was

taken back into an operating room, and "opened up" again to sop up the blood and repair the

damage. During the process, I received - transfusions equaling more than my entire blood supply.

The records indicated that my heart stopped during this period. No surgeon or doctor met with

me or Jeanine post-surgery to explain what had gone wrong. I discovered the truth only by

perusing my file. A few years later, a colleague informed me that the ambitious and

world-famous surgeon who presided over the operation that nearly killed me was dubbed "Satan"

by the hospital staff.

The recovery was long, painful, and dangerous. Initially, I was later told, my vital signs

were, "all over the place." A nurse told Jeanine, brusquely, "He is a very sick man." There

was no elaboration or reassurance. I had already lost well over fifty pounds and was looking frail

and skeletal. The hemorrhage had resulted in many blood clots in my right leg, which was

swollen to almost twice its diameter from the accumulated blood. It was very heavy. I had to cut

the right leg of my underpants for them to fit. Totally blocked circulation, gangrene and a leg
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amputation were possibilities. A dedicated, caring and worried peripheral vascular specialist

visited me every hour or two for a few days. The doctors were clearly concerned about the

possibility of a blood clot moving to the lungs and had my legs tied down. My swollen leg was

very painful.

Jeanine spent twelve to fourteen hours a day trying to comfort and protect me. I was not

allowed to drink as I still needed dialysis. She gave me small chunks of ice to wet my mouth. She

was profoundly physically drained and emotionally shattered by my condition, but she fought

courageously for my survival in the hospital. She felt isolated and beleaguered. Her legitimate

concerns about my treatment were often dismissed by the staff. For example, she witnessed a

doctor say that I had to continue on a blood thinner administered intravenously for ten days. An

hour later a nurse came in and removed the LV. She ignored Jeanine's pleas even though Jeanine

informed her about the doctor's orders. Another time, a painful catheter remained in my nose for

a whole day past when it was needed in spite of her repeated requests for its removal.

Many of the nurses were cold and cliquish. One day, I had the delusion that they

comprised a coven of witches. I did not notice any disconfirming evidence. I was not allowed to

get up or even move my leg for fear of loosening a blood clot. Some doctors considered an

operation to install filter in my vena cava to prevent clots from reaching my lungs. In spite of

morphine, I continued in agony. One night, at 2:00 A.M., I phoned some friends and asked them

to help me escape from the hospital. As I had anticipated, they politely refused and left me in

restraints in the frightening hospital. I cried in desperation.

I was delirious and delusional from the effects of the anesthesia and medication - which

stayed in my system longer than usual because of kidney failure. At one point, I thought I was an
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American in Russia and queried the patient sharing my room about his attitude toward Yeltsin

Jeanine felt even more drained by my disorientation. It did not trouble me. I thought that if thc

staff put the name and address of the hospital in each room, patients would know where they

were. I suggested the day and date should also be posted.

I was very sick for over a year. I was able to manage to continue teaching. I was short of

breath, easily exhausted and often bloated. My leg remained swollen for half a year. I used the

electric cart or moved in the 'slow lane' at supermarkets. I greeted many elderly people I would

otherwise not noticed as I quickly walked by them. I taught my classes sitting down. one student's

evaluation accurately critiqued that I just sat at my desk and did not use the blackboard.

During this period, I thought of a dog, Taffy, we had when I was a teenager. Recovering from an

automobile accident, she went through her paces slowly and stoically. I hoped for the strength to

be as simple as she was in my co-existence with pain and physical limitations.

My colleagues reacted in a variety of ways. Some avoided me and seemed threatened by

my physical condition. Others were friendly or at least appropriate. Some asked probing

questions without ascertaining that I was in the mood to talk about my physical condition. Two

colleagues, both prominent full professors, continued to smoke in their offices in proximity to

me, in spite of my requests. This was especially galling because I was just back from the hospital.

I had even informed them that I was suffering from congestive heart failure, anemia, pneumonia

and end-stage renal disease. I was obviously short-of breath and easily fatigued. They indicated

that they were "trying to stop." I was angry at their callous indifference and insensitivity. I

reported both of them to the university's Affirmative Action officer, in charge of rights of the

disabled, who ordered them to stop smoking in the building.
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Jeanine and I discussed the possibility of my death. we prepared for it psychologically and

in terms of specific plans and necessary preparations - such as writing a will and getting my

papers in order. Given the difficulties of my recent surgery, death did not seem far away. I found

I was not afraid of death but regretted that I would be separated from Jeanine. I also feared pain

and loss of control, which I had already experienced in the hospital. Many days I felt too weak to

meditate or engage in self-observation. I prayed for the strength to carry on and slept a lot.

My transplant was put on hold because I was showing symptoms of ascites (fluid in the

abdomen). The first treatment consisted of a needle inserted into my abdomen. Over eight liters

of fluid the color of beer was removed within an hour. It was collected in one-liter vacuum

bottles. The procedure was painless. I was delighted with the results. I lost about eighteen pounds

of abdominal bloat and could tighten my belt four notches.

The downside was that the gastroenterologist who conducted the procedure became

convinced, in spite of negative blood tests, that I had liver failure. My experienced nephrologist

disagreed and said that ascites often occurs in dialysis. A clash of egos resulted in the decision to

perform a biopsy on my liver. As a result of the fluid around my liver, the biopsy had to be done

with a wire in a catheter passed down a trans-nasal route -i.e. "through the nose". This was very

painful, and, even though sedated, I shouted at one point to stop. At home, a few hours after

discharge, I started experiencing the most excruciating pains of my entire life. I felt as if I was

being struck every few minutes across the abdomen with a two by four. Screaming at the top of

my lungs, I called 911 Emergency Services. Between screams, I said that, even though my call

sounded like a homicide in progress, I was just suffering from a post-biopsy reaction and needed

to get to an emergency room quickly. Later, my doctor informed me that the pain had probably
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been caused by a liver bleed through the gall bladder. Happily, the biopsy results proved to be

negative! The gloom-and-doom gastroenterologist stubbornly continued to insist that I must have

liver failure and that I therefore did not qualify for a transplant. His erroneous opinion was finally

ignored by the pre-transplant team. my ascites did not return.

In February 1997, two years after the onset of dialysis, I received a cadaveric kidney

donation. I was tearfully grateful and thought of the donation as a Christ-like sacrifice. But the

kidney did not take well. There were signs of significant rejection. I was delirious again from the

effects of surgery and delusional for a time as well. I was disoriented as to time and place.

members of the faculty union's executive team visited me during this hospitalization and decided

to replace me as grievance officer. For a couple of weeks, I was not considered competent to

approve medical decisions. I was diagnosed with atrial fibrillation, and was treated with a

process called "cardioversion", which consists of strong electric shocks to the chest to correct the

heart's rhythm. "If you have to choose between light or heavy sedation, please choose heavy," I

requested.

After three weeks, I was discharged prematurely with septicemia, blood poisoning, from

bacterial infection. My body could not counter this infection because of the immunosuppressants

needed to maintain the transplant Jeanine was out-of-town when I was discharged. Two days

later, I was found - incompletely robed and wandering in a weak and disoriented state -by my

condominium neighbors. I returned to the hospital for an additional three weeks. I finally necded

extensive treatment with an expensive last-ditch intravenous antibiotic, Vancomycin. It caused a

painful burning sensation in my veins when administered.

Some close friends and special colleagues came to my aid with many visits and with real
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assistance. Hospital and insurance company policies would have resulted in another premature

discharge. A colleague's wife made an impassioned appeal to a medical director. He questioned

her standing in her advocacy of my cause. She invoked her experience as a holocaust survivor to

explain her attitude toward bystander responsibility. Jeanine accused the hospital of "butchering

Bob,, and argued for my transfer to a rehabilitation unit. The nephrology head commented, "She

doesn't mince words." He was convinced to make the necessary efforts to enable me to remain in

a treatment environment.

I had to spend almost two weeks in a rehabilitation program. I did not need rehabilitation

but was very weak from septicemia. The physical therapists there did not acknowledge this fact

but made me go through extensive tests and exercises in spite of my protests. I remember saying,

"You want me to stand on one foot when I don't even have the strength to stand at all." The

explanation was that they had to meet insurance treatment guidelines in order for me to remain

there, One Monday, I felt stronger and passed all the tests I had flunked the previous Friday. I felt

vindicated and told a therapist, before discharge, that I had been right all along. I didn't need

physical therapy -only rest and antibiotics.

The transplanted kidney, damaged from partial rejection, functioned marginally. During

this time, I had symptoms of kidney failure all over again. I was bloated, itchy, smelly and

yellowish, but freed from the need to spend many hours each week in dialysis, I was nauseous for

over an hour every day from the many pills I had to take to maintain the transplant. I traveled

from Shaker Heights with Jeanine to a psychology convention in Chicago and took a brief

Thanksgiving trip to New York. After about a year, the transplanted kidney was functioning so

poorly that I had to return to dialysis again. I felt that now familiar sinking feeling of despair. I
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told people that I felt "devastated". A few weeks later, in March, 1998, more surgery was

necessary to remove the transplanted kidney, which had started swelling and was on the verge of

rupturing. This time, I requested to see the anesthesiologist in advance and questioned the type of

anesthesia I had been given. I convinced him to something different. My mind was, for the first

time, clear and rational after surgery.

Dialysis treatments have continued for the past year and a half Dialysis is proceeding

smoothly at present. I am allowed to set the controls for the machine on my own. My heart has

improved. My right ventricle is no longer enlarged, no more signs of congestive heart failure are

present, and my cardiac capacity is normal. The severe anemia associated with kidney failure has

been corrected, and I have been free of pneumonia and other infections. My activity-level is

increasing, although at times I feel more fatigue than formerly. I have returned to active teaching,

scholarship and psychotherapeutic practice. I have the energy to meditate and often experience

feelings of innerjoy and tranquility.

Jeanine said she felt closer to me because I was "so courageous and uncomplaining" in

dealing with my illness. She said that I had not shown a nasty side -even when I was in great

pain and delirious. we got married in August, 1998. We picked a day when I did not need

dialysis. Our increased commitment to each other is a silver lining. I deeply admire Jeanine's

loyalty and courage in staying with me while having to deal with my chronic, changing, often

life-threatening and painful medical condition. Watching a loved one who is ill is often more

difficult than being ill yourself. Her life as much as mine has been changed fundamentally. My

ordeal has significantly diminished her sense of well-being and almost totally destroyed any

feeling of security that ! could provide. The incessant emergencies we encountered during the last
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eight years have robbed her of a sense of tranquility. I live with the knowledge that my illness has

lessened the quality of her life.

My sister reduced her blood pressure through diet and exercise and discovered a

minimally invasive surgical approach for kidney donors. She finally volunteered to donate a

kidney, but it was.too late. I had developed additional antibodies during the failed transplant.

These reacted against her tissues in laboratory tests. It was no longer possible for me to receive

her kidney. Again, I felt adrift. I felt checkmated by the disease situation; the living-donor

solution was not possible.

In looking back over this medical "surprise package' that I opened at around the age of

fifty, I realize that one consequence has been a period of precipitous personality change - one that

has affected everything I do. I now tend to be more egalitarian and am less trusting of authority.

By the same token I am less likely to be authoritarian in my dealings with students and clients. I

have lost most of the desire to control the behavior of others. Much of my previous sense of

superiority over others due to a good education and intellect has vanished. I often dwell on the

fact that I would gladly trade places with most people in good health, regardless of their talents or

abilities. I have become more aware of the fragility of our life here on earth than many of my

professional and social peers. I have felt a strong bond with many of the other dialysis patients

and continue to spend more time with them than with any professional colleagues. Perhaps these

changes reflect some lessons I needed to learn.

Presently, I feel I have changed and been changed by the experiences of the past eight

years. It is yet too early to know how these experiences will be integrated into my life and my

activities. I have again begun working with a few psychotherapeutic cases since I have been
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feeling better, I have found my approach to be more accepting and direct. I have crossed somc

bridges others my age have not, and I feel ready to help others from a position of perhaps

premature maturity and a deeper perspective than before my discovery of kidney failure. Dealing

with life-threatening crises has helped my therapeutic approach mature in ways my previous

supervision and clinical experience could not

I learned that it was helpful not to make a drama out of the ups and downs of my medical

condition, but to take them in a matter-of-fact way. The ideal of accepting life events and

learning whatever one can from them has proven vital. Meditative practices and prayer were

proved helpful. This was true even when I was weakened from congestive heart failure,

pneumonia, anemia and renal failure. Spiritual openness sometimes led me to a sense of a

benevolent higher Presence. An attitude of lack of identification with external and extrinsic

aspects of myself - what Jung called the persona -was of benefit. The spiritual teaching that I

was a soul and had a body was vital to me. The ideal of accepting and learning from all life's

experiences was important also. A useful concept that I discovered recently was of psychologist

Blair Justice's (A Different Kind of Health: Finding Well-being Despite Illness) idea of being

healthy in a sick body. I found that even when my body was frail and weak, I could still be happy

and optimistic.

Larry LeShan's idea of illness as a stimulus for transformation (Cancer as a Turning

Point), that he developed for cancer patients, applied to me as well. I have learned that I am

stronger than I had thought, that I could survive devastating experiences and continue on with a

positive attitude. I discovered that I did not fear death. This lack of fear was a gift I did not work

for. I found I was tougher than I would have guessed I might be. At the same time, I learned to
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ask for and accept help from others. My belief in the importance of transcending the physical

realm has helped I feel I have tested some spiritual principles and found them valuable. Prayer

and other spiritual practices and forms of meditative awareness did not cure my kidney failure.

They did serve to help me maintain an inner sense of well-being and a sense of the universality of

Divine love, regardless of any difficulties I had to endure.

I believe that my experiences have enabled me to glimpse some truths about the mortality

of the body and the value of life, a sort of "Daskalos" redux. I became disillusioned with

institutions and with relationships and learned to sort out what was valuable from what was false

in both areas. Hospitals emerged as technologically advanced but also as flawed and cruel

institutions. Health professionals varied in their expertise and compassion. Some seemed robotic

and soulless. The concern and help of others helped me during difficult series of trials. Jeanine

came through with flying colors. My sister did not, at least not when her gift of a kidney would

have been most helpful. Some friends were reliable, others not. The upside of disillusionment is

that I have found that it is not necessary to live with every illusions and that dis-illusionment can

be liberating.
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.5WR NAL LEADERSHIP COUNCIL

Providers of Quality Dialysis
for the Nation's ESRD Community

July 10, 2000

The Honorable Chariles E. Grassley
Chairman
Special Committee on Aging
United States Senate
G31 Dirksen Senate Office Building
Washington, DC 20510

Dear Chairman Grassley:

Thank you for the opportunity.to provide the Committee with the response of the
Renal Leadership Council (RLC) to the June 26, 2000 hearing held by the Committee
on quality of care of renal dialysis patients. We request that these comments be made
part of the record of the hearing.

The RLC is an association representing five of the major renal dialysis providers.
The RLC's members provide renal replacement therapy to more than 100,000
individuals with End Stage Renal Disease (ESRD). The RLC's members provide
dialysis care to ESRD patients in over 1,000 dialysis facilities in 42 states and the
District of Columbia. ESRD patients receive dialysis treatments in RLC member free-
standing and hospital-based dialysis facilities that are located in urban and rural areas.

Sincerely,

Raymond M. Hakim, M.D., Ph.D.
on behalf of the Renal Leadership Council

RMH/cgc

444 North Capitol Street, Suite 532, Washington, DC 20001 * Phone: (202) 544-6264 * Fax: (202) 544-3610
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-' RENAL LEADERSHIP COUNCIL

Providers of Quality Dialysis
for the Nation's ESRD Community

TESTIMONY OF THE

RENAL LEADERSHIP COUNCIL

IN RESPONSE TO THE

JUNE 26, 2000

SENATE SPECIAL COMMITTEE ON AGING

HEARING ENTITLED

'KIDNEY DIALYSIS PATIENTS:
A POPULATION AT RISK?"

SUBMITTED FOR THE RECORD
ON JULY 10, 2000

444 North Capitol Street, Suite 532, Washington, DC 20001 * Phone: (202) 544-6264 * Fax: (202) 544-3610
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Thank you for the opportunity to provide the Committee with the response of the
Renal Leadership Council (RLC) to the June 26, 2000 hearing held by the Committee
on quality of care of renal dialysis patients. We request that these comments be made
part of the record of the hearing.

The RLC is an association representing five of the major renal dialysis providers.
The RLC's members provide renal replacement therapy to more than 100,000
individuals with End Stage Renal Disease (ESRD). The RLC's members provide
dialysis care to ESRD patients in over 1,000 dialysis facilities in 42 states and the
District of Columbia. ESRD patients receive dialysis treatments in RLC member free-
standing and hospital-based dialysis facilities that are located in urban and rural areas.

We wish to make the following points:

1. There have been continuous improvements in the quality of care of dialysis
patients, as documented by the Health Care Financing Administration (HCFA)
and the ESRD Network reports.

* For example, the number of patients meeting the recently recommended
dose of hemodialysis increased from 43% in 1993 to 80% in 1998. We
believe this percentage to be even higher in 2000.

* Another example is the achievement of recommended anemia targets
(Hematocrit > 30%), which increased from 46% in 1993 to 83% in 1998.

* A third example is the continued improvement in the measurement of the
adequacy of dialysis for peritoneal dialysis patients.

All of these improvements and many more were well-documented in HCFA's January
31, 2000 report issued by Dr. Jeffrey Kang, director of the Office of Clinical Standards
and Quality.

In particular, we wish to emphasize that these improvements occurred because of the
interest of providers in working with HCFA to improve outcomes through an educational
and continuous quality improvement process, using Renal Physicians Association
(RPA) and Dialysis Outcome Quality Initiative (DOQI) guidelines. It is also important to
note that these improvements did not happen because of more HCFA regulations, more
Medicare inspections, or more punitive (intermediate or otherwise) measures.
Fundamentally, more regulations will result in facilities just meeting minimal standards
instead of focusing on continuously improving the outcome of dialysis care.

2. The General Accounting Office (GAO) report released at the hearing lists the
top five deficiencies of conditions of participation and their potential adverse
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effects. While the RLC is committed to meeting all conditions of coverage in
their facilities, it is also important to note that these deficiencies are primarily
deficiencies in paperwork documentation and the "potential adverse effects"
are, to most objective reviewers, a leap of logic and reasoning. Except for rare
anecdotes, the GAO does not, and we believe, cannot point to any actual
adverse effects.

3. The GAO report suggests additional punitive inspections and intermediate
"monetary' penalties. This is similar to what regulators and the GAO have
encouraged with nursing homes, resuiting in a near extinction and bankruptcy
of the industry. We submit that additional resources be directed not to more
regulations or punitive damages, but to a collaborative program between
industry, HCFA, the Networks and the State inspection system to develop
processes for continuous quality improvement and to improve the inadequate
knowledge base and training of state inspectors in such processes. If we
continue insisting that facilities meet only "minimal standards", patients and
patient outcomes will suffer. We should work together to continuously ask
ourselves "Can we do better?" through accurate data and education.

4. Several of our physician-medical directors commented on the lack of
relevance and anecdotal nature of the patients' testimony. These testimonies
reflected much more issues on patient compliance or current HCFA
regulations that do not reimburse for dialysis more than 3 times a week
regardless of patient's needs.

The major improvement in the delivery of care for dialysis patients has occurred in the
face of static reimbursement, with almost no inflationary adjustments since 1973. This
has resulted, according to the Medicare Payment Advisory Committee (MedPAC) and
the Institute of Medicine, in an effective reduction of constant dollar reimbursement from
$138 in 1973 to $36 in 1998, and payments that are less than the cost of care in all, but
the largest dialysis facilities, since 1998. Further increases in personnel, supply and
overhead costs have aggravated this variance between Medicare reimbursement and
costs. We respectfully submit-that GAO should comment on the MedPAC report and
report to your committee on this persistent inequality.

In summary, the RLC respectfully submits that the keys to improving outcomes in this
"population at undue risk" lies not in more regulations or more punitive damages, but
instead in a collaborative process of continuous quality improvement and a better
process of interaction between HCFA, industry, and the state inspection process.
Finally, we wish to emphasize that, unless reimbursements equal at least the true cost
of care and includes an annual inflationary adjustment on an ongoing basis, the ability
of the members of the RLC to attract, educate and train qualified dialysis staff and our
ability to retain such staff by paying them appropriate wages will suffer, and their ability.
to continue to pursue further improvement in patient care will deteriorate.
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Renal Network of the Upper Midwest, Inc.
Erd Suage Rea Meme (ESRD) NAk 11

So Mdegan, Mhneota, Noth.Dakota. Sooth Dakota, and Weaonin

July 11, 2000

Senator Charles Grassley, Chairman
Senate Special Committee on Aging
G31 Dirksen Senator Office Building
Washington, DC 20510

RE: 6/26/00 Public Hearing on 'Kidney Dialysis Patients: A Population at Undue
Risk?'

Dear Senator Grassley:

ESRD Network 11's Executive and Medical Review Committees met on June 29, 2000
for our regularly scheduled quarterly meetings. The 6/26/00 public hearing was one of
the agenda items discussed, and we would like to submit some additional comments for
consideration.

1. The goal to improve the quality of care provided to individuals with end stage
renal disease (ESRD) is shared by the Health Care Financing Administration,
Congress. and Network 11, and ESRD Networks are continuously working
toward this goal.

2. In particular, the last two meetings of the Medical Review Committee and
Executive Committee (Network 11's Board of Directors) have centered around
reviewing profiles for nearly all Network 11 dialysis facilities. These confidential
profiles and quality improvement projects have focused on vascular access,
dialysis adequacy, anemia management, nutrition, and prevention and treatment
of bone disease. Peer review processes are in place to monitor and improve
care. Network 11 uses such profiles to educate providers and support
improvements. Yet if satisfactory improvements are not made, Network 11's
review processes follow up and specifically focus to ensure improvement and
facility accountability.

3. Network 11 publishes Common Concems, a quarterly patient education
newsletter, which is distributed directly to patients' homes. Network 11
resources and the grievance process are made known to patients through this
newsletter and grievance posters posted in all ESRD facilities in Network 11.
Network 11 processes about 300 patient concerns annually.

We have copies of letters submitted to you from the Forum of ESRD Networks, and we
support the positions stated in those letters. We wanted to offer, as a member of the
Forum, another voice and resource. If we can provide additional information, please
feel free to contact us.

Renal Network 11 970 Raymond Ave. Suite 205 St. Paul, MN 55114-1146
Voice: (651) 644-9877 Fax: (651) 644-9853 E-mail: lnfo@nwll.esrd.net

65-918 2000- 16
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Page 2
ESRD Network II to Senator Grassley

Thank you for your conalderamon of these comments.

Sinrely,

Consumer Membets on behalf of
Network 11's EOm=dve and Medica Review Communfe

Mary Lynn Derss
Ch Is man, Consumer Comnqmtt, Network 11

DiOne Carpsn
Exectim Diector, Netork 1 1

.TU~dnt Netwo
P reident. Network 1
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TESTIMONY OF

RMS DISEASE MANAGEMENT INC.

AND

RMS LIFELINE INC.

BEFORE

THE SPECIAL COMMITTEE ON AGING

UNITED STATES SENATE

JUNE 26, 2000

Contact:
Frederick H. Graefe, Esq.
Kathleen M. Kerrigan, Esq.
Baker & Hostetler, LLP
1050 Connecticut Avenue NW
Suite 1100
Washington, DC 20036
Telephone: (202) 861-1725

BAKER

HOSTETLER '
C1N AT Lw1

Frederick H. Graefe

W D SqC 110D 1117

1050 W,,W N.W.

EIm) M-17i F . 761,17113
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Overview of RMS Disease Management Inc.

RMS Disease Management Inc. is a disease management organization that provides high-
quality renal care that improves patient outcomes and quality of life while managing
costs. RMS Disease Management focuses on developing relationships with nephrologists
and other key renal providers that allow for a nationwide delivery system of integrated
renal care. This network and delivery system offer participating health plans an
opportunity to better manage the continuum of care of their end-stage renal disease
(ESRD) patients and the associated financial risk. RMS Disease Management signed the
first national ESRD disease management contract with Humana, under which RMS
Disease Management has responsibility for coordinating and managing the care for over
1,200 Humana patients in markets throughout the United States. Recently, the company
was awarded the contract for Florida Medicaid's 2,000 pre-ESRD and ESRD patients and
is expected to implement the program in the fourth quarter of 2000.

Overview of ESRD Program

RMS Disease Management is concerned about the future health and continued success of
the End-Stage Renal Disease Program under Medicare (the ESRD Program). The ESRD
Program currently represents less than 0.5% of all Medicare beneficiaries, yet comprises
almost 6 percent of the annual Medicare costs. Currently, Medicare payment is available
to qualifying beneficiaries diagnosed with ESRD, regardless of age. Medicare assumes
primary payer responsibility for ESRD patients three months after diagnosis, unless the
patient has group health insurance, in which case Medicare assumes secondary payer
status after three months and primary status after 30 months. Typically, Medicare pays
for ESRD patient benefits in two separate ways: in part as fixed or composite payment
and in part fee-for-service. Because of the routine nature of chronic dialysis costs, HCFA
has set a fixed composite rate for chronic outpatient dialysis therapy, which includes all
supplies and services related to an outpatient dialysis treatment, and monthly physician
fees for nephrologists who treat patients requiring dialysis in an outpatient setting.
However, because of the numerous complications prevalent among ESRD patients (more
than 75 percent have severe co-morbid conditions, including diabetes and hypertension),
costs related to ancillary testing, drugs such as Epogen, hospitalizations and attendant
provider costs are made on a fee-for-service basis.

With most chronic illnesses, the advent of managed care has demonstrated significant
financial cost improvements, although admittedly not always with a complementary
increase in quality of care. Managed care has received less than favorable reviews from
critics in the public and press in recent years. Nevertheless, the RMS experience
demonstrates that, when developed and implemented in a coordinated fashion with a
focus on clinical outcomes, disease management strategies can effectively reduce many
healthcare costs and, more importantly, improve the quality of patient care. Nowhere is
this concept more apparent than in ESRD, where RMS' focused and specialized
coordination of care has effectively reduced costs and improved care relating to chronic
afflictions, such as diabetes, asthma, and mental disorders. Unfortunately the ESRD
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community has been effectively insulated from disease management or any other
managed care. That is because the majority of ESRD patients are Medicare beneficiaries
and Section 1876 of the Social Security Act prohibits ESRD patients from joining
Medicare+Choice programs.

Disease State Management

Organizing the delivery of care for chronically ill patients is essential for optimal clinical
outcomes and cost control. Recognizing the need for focused, specialized coordination of
care, managed care companies are developing or partnering with organizations, such
RMS Disease Management, to build disease management programs that improve clinical
outcomes, patient satisfaction, and quality of life while managing costs.

Recent efforts by Congress and HCFA demonstrate a commitment to having ESRD
beneficiaries receive better quality care at lower costs to Medicare. Such efforts are good
for the renal community because they support a financially healthy ESRD program.
However, Congress and HCFA must take steps that are well-founded and do not unfairly
burden ESRD beneficiaries, the renal providers--particularly the nephrologists and
dialysis centers--or private health plans. The ESRD Program and ESRD beneficiaries are
entitled to the benefits inherent in a focused, disease state management approach.

ESRD patients, however, are prohibited from enjoying the benefits of these innovative
managed care programs as a result of Section 1876 of the Social Security Act. This
prohibition was originally promulgated in order to protect vulnerable ESRD patients and to
ensure the quality and high-level of care required for this complex patient population should
managed care organizations withhold or limit access to services.. Yet today, there are
extensive quality oversight measures in place that ensure quality care for ESRD patients.

* The End-Stage Renal Disease Network monitors the quality of care for all ESRD
patients.

* The Health Care Financing Administration (HCFA) developed the Core Indicators
Project to profile ESRD patient care in dialysis facilities.

* The National Kidney Foundation's Dialysis Outcomes Quality Initiative (NKF-
DOQI) is converting its clinical practice guidelines into performance measures to be
used as CQI tools for overseeing and improving quality of ESRD patient care.

In addition, at the Renal Physician Association's Annual meeting in March 1999, Paul
Eggers, Office of Strategic Planning at HCFA, made the following statement; "HCFA is
concerned that patients should have the right to enroll in Medicare (Senior Risk Programs).
Patients with Cancer, Alzheimer's, HIV and other chronic diseases have the right to enroll. It
is possibly discriminatory for HCFA to not allow ESRD patients to have the expanded
benefits."

Although removal of Section 1876 in the Social Security Act will improve ESRD patients'
access to quality care, biases in the current AAPCC rate will make it difficult for
Medicare+Choice managed care organizations to sustain the proactive programs for
improving care delivery and patient quality of life. In December 1998, The Lewin Group
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conducted an independent study, funded by RMS, to better understand the limitations of the
AAPCC and its impact on ESRD care. They found that:

* The current AAPCC does not include key risk adjustments for patient demographics,
treatment modality, Medicare Secondary Payer status, or county of residence;

* The current AAPCC, because of the lack of these risk adjustments, significantly
underpays for older, sicker dialysis patients--patients currently most likely to be in
Medicare Senior Risk plans;

* The consistent under-funding is likely to lead to a disincentive for health plans to
provide consistent, high-quality care as well as access to care.

An analysis prepared for RMS by Dr. Allan Collins M.D., F.A.C.P, Associate Professor of
Medicine, University of Minnesota School of Medicine, Hennepin County Medical
Center and Director of Nephrology Analytical Services in Minneapolis, demonstrates that
the age and modality biases in the AAPCC rate under-compensate health plans by as much as
28 percent (Attachment A).

HCFA recently developed a capitated-payment ESRD demonstration project, under which
three participating health plans receive a single monthly payment for all costs incurred by
their participating ESRD patients. The capitated-payments are calculated using risk-adjusted
capitation rates, with adjustments for patient age as well as the presence of diabetes. By
structuring the Demonstration Project payment system in this way, it lends credence that the
current AAPCC system is flawed. Unfortunately, it will be several years before the project is
completed and all of the data generated is analyzed.

Finally, in its March 2000 Report to the Congress, the Medicare Payment Advisory
Commission (MedPAC) included the following recommendations for "Improving
payment for end-stage renal disease services" (chapter 6 pgs. 127-147):

1. As soon as possible, the Secretary should risk-adjust payments for patients with end-
stage renal disease (ESRD) enrolled in Medicare+Choice.

2. The Congress should require HCFA to annually review the composite rate payment.

3. For fiscal year 2001, the composite rate for outpatient dialysis services should be
increased by 2.4 percent.

4. HCFA should collect information on ESRD patients' satisfaction with the quality of
and access to care.

5. Once HCFA has implemented a risk-adjusted payment system and a system to
monitor and report on the quality of care, the Congress should lift the bar prohibiting
patients with ESRD from enrolling in Medicare+Choice.

6. ESRD patients who lose Medicare+Choice coverage because their plan leaves the
area should be permitted to enroll in another Medicare+Choice plan.
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Thus, ESRD offers a perfect opportunity to utilize disease state management approaches
with promising results, and it is important that Congress and HCFA recognize this as the
ESRD Program incorporates more and more managed care. If Congress and HCFA do
not recognize the importance of focused, coordinated and specialized delivery system
approaches, the results may reduce costs, but to the detriment of the ESRD beneficiary
and the quality of care.

Proposed Actions Necessary by Congress and HCFA

Medicare's ESRD Program now faces an important opportunity to take advantage of
efficiencies that will mean better care for ESRD beneficiaries at reduced costs to The
ESRD Program. To do this, Congress and HCFA must implement changes to the current
ESRD Program that monitor quality of care, adequately reimburse providers, and provide
access to care. RMS therefore recommends that Congress take the following steps:

I . Congress should establish quality standards for ESRD patLients A "Renal Advisory Panel"
should be created and empowered to develop, implement, and regularly update and review
clinical perfomiance measures by which the care delivered by Medicare Senior Risk programs to
ESRD patients would be monitored. Such a panel would work with the Department of Health
and Human Services and would represent the interests and input of the renal community
organizations, including patient advocacy groups, clinicians, and renal care providers.

2. ConVress should revise the current AAPCC rate for ESRD patients. The payment should be
structured using the same methodologies as the Demonstration Project payment system, which
adjusts for patient age and presence of diabetes. In addition, the rates should be calculated after
removing patients with kidney transplants and those with Medicare as a Secondary Payer, both of
which dilute the rates overall and penalize health plans caring primarily for dialysis patients.

3. Section 1876 of the Social Security Act should be elminated In conjunction with appropriately
revising the AAPCC and guaranteeing that patient protection measures are put in place, Congress
should permit ESRD patients to enroll in managed care plans, if they so choose. With lifting of
the 1876 prohibition, ESRD patients would be offered the same choice of joining Senior Risk
plans as are other Medicare beneficiaries.
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AVERAGE ADJUSTED PER CAPITA COST (AAPCC)

By

Allan Collins, M.D., F.A.C.P
University of Minnesota School of Medicine
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Attachment A

Attachment A demonstrates the substantial differences in tihe rates when the age and modality
distributions are taken into consideration. The analysis was prepared specifically for RMS
Disease Management by Allan J. Collins, M.D., F.A.C.P, Associate Professor of Medicine,
University of Minnesota School of Medicine, Hennepin County Medical Center and Director of
Nephrology Analytical Services in Minneapolis.

Dr. Collins' analysis looks at the age and modality rate comparisons for all ESRD patients (75
percent dialysis, 25 percent transplant) as well as ESRD patients over 65 years old (95.6 percent
dialysis, 4.4 percent transplant). Additional comparisons were made between all dialysis patients,
dialysis patient over 65 years old, all transplant patients, and transplant patients over 65 years old.

It appears Medicare is significantly under paying for all senior risk ESRD patients over 65 years
old (inclusive of transplant) by 24.5 percent and under paying by 27.8 percent for the senior risk
ESRD dialysis patients over 65 years old. On the other hand, the transplant patients in the senior
risk Medicare program are over paid-by 26.8 percent--given there are a comparable percent of
transplant patients (4.4 percent) in the risk program

These figures best demonstrate the biasing of the current rate structure for the senior risk
Medicare HMO patients who develop ESRD. Of additional note, the ESRD patients over 65
years old have virtually no Medicare Secondary Pay (MSP) issues compared to the ESRD
patients under 65 years old.

Comparison of PMPM Medicare Payments Based on
Age & Modality Mix, 1992-1996*

+27.8

+19.5

$5,000 +24.5 $
,293 1196

$4,000
$3,448

$3,000-
a. ~~~~~~~~~~~~~~~~+26.8

$2,000 $112 $1,1129

$1,000
All ESRD ESRD -65 All Dialysis Dialysis >=65 All Transplant Transplant
(74.9% years (95.6% years >-65 years

dialysis, dialysis,
25.1%tK) 4.4% tK)

Data computed from USRDS 1998 ADR Tables K-5. Dialysis, transplant, and age group
rates are based on the actual patient months contributing to the Per Member Per Month
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Overview of RMS Lifeline Inc.

RMS Lifeline is a managed network of dedicated outpatient centers that provide end-
stage renal disease (ESRD) patients with coordinated, quality-driven access care. These
centers focus on the interventional care of the access sites of dialysis patients in an
outpatient.

As background, ESRD patients, other that those with transplants, are individuals who
must receive dialysis therapy. The most common form of dialysis is hemodialysis, a
procedure that generally takes place several times a week at a hospital or clinic. In
hemodialysis, blood is withdrawn from the patient's arm or leg and pumped through an
external "dialyzer," or filter. The cleansed blood is then returned to the patient. The
process takes approximately three to four hours.

Before patients can begin hemodialysis, they must have an "access" site to provide access
to the bloodstream. A surgeon will either create an "autologous AN fistula" from the
patient's own artery and vein, or implant a teflon-like tube, usually in the forearm. It is
through this access site that the patient's blood leaves and re-enters the body during
hemodialysis. These accesses must be subsequently cared for and maintained to insure
continuous access to the patients' bloodstream during the dialysis procedure. In addition
to the initial placement, a number of interventional procedures, including thrombectomies
and angioplasties, are performed to maintain vascular access function. The initial
placement procedure require a surgeon, usually a vascular specialist, while subsequent
interventions a performed by surgeons, radiologists, and more recently by specially
trained interventional nephrologists.

Over time, it is not uncommon for the access site to accumulate plaque or develop a clot
inside, causing it to narrow and slow the flow of blood, rendering the dialysis therapy less
effective. Ultimately, if it becomes completely clogged, the patient faces an emergency
situation and often must be hospitalized. In fact, access-related complications are the
No. I cause of hospitalizations for ESRD patients and account for as much as 25 percent
of total ESRD patient costs.

RMS Lifeline was developed to address the problems associated with vascular access
care. The company develops and manages a network of outpatient access care centers
dedicated to improving the delivery and outcomes of access-related problems.

Overview of ESRD Program

The ESRD Program currently represents less than 0.5% of all Medicare beneficiaries, yet
comprises almost 6 percent of the annual Medicare costs--a projected $9.2 billion charge
to Medicare in 1998. Individuals afflicted with ESRD face two alternatives: they must
either have a kidney transplant--an option which is available only to a small fraction of
ESRD patients due to the organ donor shortage-or they must undergo regular chronic
dialysis therapy, a process for removing waste and toxins from the bloodstream.
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Currently, Medicare payment is available to qualifying beneficiaries diagnosed with
ESRD, regardless of age. Medicare assumes primary payer responsibility for ESRD
patients three months after diagnosis, unless the patient has group health insurance, in
which case Medicare assumes secondary payer status after three months and primary
status after 30 months. Medicare pays for ESRD patients in two separate ways: in part as
fixed or capitated payment and in part fee-for-service. Because of the routine nature of
chronic dialysis costs, HCFA has set a fixed composite rate for chronic outpatient dialysis
therapy, which includes all supplies and services related to an outpatient dialysis
treatment. Physician fees are capitated on a monthly basis for nephrologists who treat
patients requiring dialysis in an outpatient setting. However, because of the numerous
complications prevalent among ESRD patients (more than 75 percent have severe co-
morbid conditions, including diabetes and hypertension), costs related to ancillary testing,
drugs such as Epogen, hospitalizations and attendant provider costs are made on a fee-
for-service basis.

Hemodialysis Vascular Access Care

Today, the delivery of vascular access care is reactive, fragmented and uncoordinated
because there is no incentive to identify and treat access problems early. As a result, patient
quality of life suffers, outcomes are poor and the costs are high. In fact, vascular access
represents 15 percent to 30 percent of aggregate pre-patient ESRD medical costs at $2.5
billion annually. The majority of vascular access procedures are performed in hospital
setting since most ESRD patients only get treated once their access fails. At that point
patients cannot receive dialysis again until their access site is repaired, resulting in
emergency room visits and hospital stays. With inpatient vascular access care more than four
times as expensive as outpatient care this becomes a significant cost to the healthcare system.

The RMS Lifeline managed network of outpatient centers that provide ESRD patients
with dedicated, focused vascular access care. The entire patient care team is educated in
access monitoring and diagnostic testing that identifies access problems early. This
eliminates numerous emergency room visits and hospitalizations. Consistent monitoring
and early interventions by a dedicated team create improved outcomes and increased
patient satisfaction while managing costs. However, RMS believes that the current list of
approved ASC vascular surgical codes omits a significant number of procedures which could and
should be utilized in performing vascular access site interventions as ASC procedures in order to
improve patient outcomes and lower costs to Medicare.

On June 12, 1998, the Health Care Financing Administration (HCFA) requested comment on a
proposed rule to make various changes to the ambulatory surgical center (ASC) payment
methodology and the list of Medicare covered procedures. In order to make the full range of
vascular access care in an ASC a viable and cost-saving reality, RMS prepared a response to
HCFA stating that the current ASC/APC regulations should incorporate an expanded list of
covered surgical codes. Attachment "A" identifies the vascular access codes along with a
description and an explanation as to why we contend that these codes should be on the list of
covered ASC surgical procedures and similarly, on the list of Ambulatory Payment Classification
groups which are proposed to eventually replace the ASC list.
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In early 1998, RMS Lifeline Inc. contracted with Allan J Collins, M.D., FACP, an Associate
Professor of Medicine in the Division of Nephrology at the University of Minnesota School of
Medicine, to conduct an analysis of vascular access events performed during 1996 on an inpatient
versus an outpatient basis. A copy of the completed report is included as supplemental
documentation to support our recommendations and is labeled "Attachment B." The results of
this analysis demonstrate the seven- to eight-fold difference in vascular access payments that are
performed on an inpatient basis versus on an outpatient basis.

RMS spent significant time and resources analyzing patient data related to dialysis access care,
and as a follow-up to these formal comments we would be pleased to meet with representatives
from your agency to review the results of these efforts. In short, RMS can show that:

(I) Medicare ESRD program costs related to vascular access expenses have risen
steadily since 1991 and are estimated to be nearly 2.5 billion in 1998.

(2) Hospital inpatient and outpatient admissions related to access care have increased
well beyond the growth in the overall ESRD patient populations.

(3) Costs related to vascular access care account for almost 25 percent of the total
annualized costs of ESRD dialysis patients.

(4) In recent years the number of access interventions required per ESRD patient has
steadily increased to 1.2 procedures per year and even higher for patients in their
first year of dialysis.

In addition, at-the request of the Medicare Payment Advisory Commission, the Renal Physicians
Association (RPA) and the American Society of Nephrology (ASN) reviewed the safety and
efficacy of expanding the list of access procedures allowed to be performed in an ASC setting.
The RPA and ASN determined that vascular access procedures can be performed safely at
freestanding vascular access centers. Additionally, the RPA/ASN found that receiving care at
ambulatory surgical centers offers a number of advantages to dialysis patients, including
convenience, decreased waiting time, less disruption of the normal dialysis schedules and an
experienced staff sensitive to the unique concerns and fears of this chronically ill and vulnerable
population.

Recommendation

HCFA should add the 31 -additional vascular access codes to the ASC list when it issues the final
regulation on ASC payment methodology and Medicare covered procedures.

In 1991 inpatient vascular access procedures accounted for 80% of the total procedures,
compared to 20% outpatient. By 1996, inpatient vascular access procedures had fallen to 54%,
with a proportionate increase in outpatient services. Nevertheless, while initial access and
maintenance access intervention procedures are now commonly performed in an outpatient
setting, a significant number of these procedures are still not on the approved ASC facility listing.
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When deemed appropriate by the treating physician, expanded coverage of access care performed
in an ASC setting will have two immediate and dramatic effects:

I . First, there are immediate cost savings available by moving these procedures to an ASC
setting. As demonstrated in Attachment B, inpatient procedures are obviously more
expensive than similar hospital outpatient procedures. By providing for coverage of these
services in an ASC setting the overall costs will be reduced even further. Moving these
procedures from hospital outpatient billing to ASC billing will also save patients from paying
the high co-payments they are now charged without any loss of quality in patient care.

We also contend that the vast majority of access procedures, including initial placement of
the vascular access, could and should be safely performed as outpatient procedures in an ASC
setting. According to an analysis by Dr. Collins (Attachment C) the majority of these codes
are currently being performed and paid for in some type of outpatient setting. Most pure
vascular dialysis access procedural events, unencumbered by any other medical
complications (i.e., acute MI, pneumonia, major surgery), are clearly appropriate and safe for
the outpatient ASC treatment setting. While many of these procedures are already found on
the list of current or proposed covered ASC surgical codes, we firmly believe it is necessary
to expand the list of covered ASC surgical codes to include the other vascular access
procedures which are not currently included.

2. Second, by expanding the list of covered ASC surgical codes to include all of the
recommended vascular access surgical procedures, we believe that the overall quality of
patient care will be improved. In addition, patients will have a choice in vascular access
procedure options without the burden of incremental out-of-pocket costs. The end result is
not only lower costs, but also improved patient quality of life.
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FEDERAL REGISTER ASC/APC LISTING



492

Requested Code Additions to the June 12, 1998 Federal Register ASC/APC Listing

Included below are the vascular access surgical procedure codes which we firmly believe
need to be added to, or retained on the ASC/APC listing in order to provide appropriate
compensation for the full scope of viable treatment options for renal patients. For some
of the services, volume data were available to us as an extract from the 1996 HCFA Part
B Physician/Suppliers Standard Analytical File. This data was provided to Dr. Allan
Collins of Nephrology Analytical Services in Minneapolis, Minnesota, in response to a
special request he made of HCFA. Dr. Collins was kind enough to share his data with us
for the purposes of this report. Where available, the data are incorporated beneath the
specific code to which they apply, and boxed for clarity.

While we were only able to access data for 10 of the 31 codes on the attached list, it is
clear from the data reflected below that these types of access related codes are being
performed safely and effectively on a regular basis in a hospital outpatient setting. It is
also clear from the relatively small percentage of services being performed in all other
locations, which includes the office, that these surgical procedures are relatively complex,
and are not being done routinely in a physician's standard office setting. We fully expect
that when HCFA reviews the data available for the other codes on this list for which data
were not available to us, the same type of distribution between outpatient and inpatient
places of service will be observed. It is our contention that services which are safe and
effective for performance in an outpatient hospital setting are fully appropriate for an
ASC/APC setting, and should be included on these lists going forward.

34101 Embolectomy or thrombectomy, with or without catheter; axillary,
brachial, innominate, subclavian artery, by arm incision

34111 Embolectomy or thrombectomy, with or without catheter; radial or ulnar,
artery, by arm incision

34490 Thrombectomy, direct or with catheter; axillary and subclavian vein, by
arm incision
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35458 Transluminal balloon angioplasty, open; brachiocephalic trunk or
branches, each vessel

35460 Translumninal balloon angioplasty, open; venous

# and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

1,36656.5% 1,022 42.3% 30 1.2%

35475 Transluminal balloon angioplasty, percutaneous; brachiocephalic trunk or
branches, each vessel

35476 Transluminal balloon angioplasty, percutaneous; venous

# and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

13,539 26.1% 35,350 68.2% 2.947 5.7%

35903 Excision of infected graft; extremity

# and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

7,010 74% 2,205 23.3% 261 2.80i

36005 Injection procedure for contrast venography (including introduction of
needle or intracatheter)

# and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

6,440 45% 7,478 52.3% 387 2. 7

36010 Introduction of catheter, superior or inferior vena cava
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36011 Selective catheter placement, venous system; first order branch (eg, renal
vein, jugular vein)

# and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

2,291 563% 1,583 38.9% 193 4.7%

36120 Introduction of needle or intracatheter; retrograde brachial artery

36140 Introduction of needle or intracatheter; extremity artery

36145 Introduction of needle or intracatheter; arteriovenous shunt created for
dialysis (cannula, fistula, or graft)

#-and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

21,236 27.8% 51,166 67% 3,972 5.2%

36215 Selective catheter placement, arterial system; each first order thoracic or
brachiocephalic branch, within a vascular family

36216 Selective catheter placement, arterial system; initial second order thoracic
or brachiocephalic branch, within a vascular family

36217 Selective catheter placement, arterial system; initial third order or more
selective thoracic or brachiocephalic branch, within a vascular family

36218 Selective catheter placement, arterial system; additional second order,
third order, and beyond, thoracic or brachiocephalic branch, within a
vascular family (List in addition to code for initial second or third order
vessel as appropriate)

36831 Thrombectomy, arteriovenous fistula without revision, autogenous or
nonautogenous dialysis graft (separate procedure)

36832 Revision, arteriovenous fistula; with thrombectomy, autogenous or
nonautogenous dialysis graft (separate procedure)
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36834 Plastic repair of arteriovenous aneurysm (separate procedure)

# and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

468 52.3% 413 46.1% 14 1.6%

37201 Transcatheter therapy, infusion for thrombolysis other than coronary

# and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

8,126 34.2% 14,717 61.90 944 4.0%

37204 Transcatheter occlusion or embriolization (eg, for tumor destruction, to
achieve hemeostasis, to occlude a vascular malformation), percutaneous,
any method, non-central nervous system, non-head or neck

37205 Transcatheter placement of an intravascular stent(s), (non-coronary
vessel), percutaneous; initial vessel

# and % of Procedures # and % of Procedures # and % of Procedures
Performed Inpatient Performed Outpatient Performed in Other Locations

2,090 46.1% 2,312 51% 130 2.9/

37206 Transcatheter placement of an intravascular stent(s), (non-coronary
vessel), percutaneous; each additional vessel (List separately in addition to
code for primary procedure)

37207 Transcatheter placement of an intravascular stent(s), (non-coronary
vessel), open; initial vessel

37208 Transcatheter placement of an intravascular stent(s), (non-coronary
vessel), open; each additional vessel (List separately in addition to code
for primary procedure)

37250 Intravascular ultrasound (non-coronary vessel) during therapeutic
intervention; initial vessel (List separately in addition to code for primary
procedure)

37251 Intravascular ultrasound (non-coronary vessel) during therapeutic
intervention; each additional vessel (List separately in addition to code for
primary procedure)
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49423 Exchange of previously placed abscess or cyst drainage catheter under
radiological guidance (separate procedure)
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EXECUTIVE SUMMARY
ANALYSIS OF PATIENT DATA RELATED TO

DIALYSIS ACCESS CARE

By

Allan Collins, M.D., F.A.C.P
University of Minnesota School of Medicine
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Overview of Analysis of Patient Data Related to Dialysis Access Care
A vascular access analysis was undertaken and completed for RMS Lifeline Inc. ("RMS"), a
subsidiary of Baxter Healthcare Corporation, by Allan J Collins, M.D., FACP, Associate
Professor of Medicine in the Division of Nephrology at the University of Minnesota School of
Medicine, to identify trends in vascular access events, sites of service, overall associated
allowable expenditures, and costs per event and procedure.

Vascular Access Events
Among the various findings in Dr. Collins' analysis, the most striking find is the seven-
to eight-fold difference in inpatient (Exhibit A) versus hospital outpatient (Exhibit B)
vascular access costs. Both the institutional services and the physician vascular access
procedure charges are much less when performed in an outpatient setting. As
demonstrated, Part A inpatient costs are 85 percent more than outpatient costs, while Part
B inpatient costs are 75 percent more than outpatient costs.

Exhibit A
Vascular Access Events with Inpatient Part A Part B
Matches Net $/Event Net $/Event
Insertions Only $9,956 $592
Insertions + Complications $10,756 $858
Complications Only $10,222 $461

Exhibit B
Vascular Access Events with Outpatient Part A Part B
Matches Net $/Event Net $/Event
Insertions Only $1,137 $373
Insertions + Complications $1,218 $521
Complications Only $847 $344

Overall Methodology:
This analysis examined Part B physician service codes, which identify vascular access events as
insertions or complications. These codes identify the place of service, allowing identification of
those physician services performed on an inpatient versus a hospital outpatient basis.
Subsequently, the site of service physician Part B code claims were linked to inpatient and
outpatient events.

A total of 693,586 claims for Part B Vascular Access were reviewed and then narrowed to
insertions occurring only during the first six months of 1996 so that both the initial events and
subsequent follow-up events were captured. These claims were grouped based on service dates
and resulted in 192,000 identified vascular access events--all occurring within a three-day period.
It was then determined that 96,000 of these vascular access events could be associated with
inpatient institutional services and 90,000 with outpatient institutional services, and 6,000 are
associated with services outside of the hospital but not considered inpatient. Of the 96,000
inpatient institutional events, 31,640 could be matched with Part B physician procedural claims.
Likewise, only 36,341 of the 90,000 outpatient events could be matched with Part B claims.

The matching of institutional events and Part B physician procedural claims is critical for
identifying a pure vascular access related event, therefore the analysis was based on the 31,640-
inpatient events and 36,341 outpatient events.
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ATTACHMENT C

ESRD PART B PAYMENT DATA
FOR MEDICARE PAID CLAIMS BY PLACE OF SERVICE

MEDPAR FILE 1998

By

Allan Collins, M.D., F.A.C.P
University of Minnesota School of Medicine
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Payment Data for Maedlore Paid Claims by Place of Service
ESRD Part B - MEDPAR File 1998

ode Description Total IPHozpnl HsiPtar d" ASG tothsla

34101 n.deotenymtrnboryebtaoos artery;am macer 5,471 2,791 2,558 13 84 25
34111 Eotototomy/broabtDMvy raal, onar avryavv miatw 669 343 273 35 2 16
34490 Ecrostenthoontmaoorysaary.su-csden armtr vasr 1.475 716 718 6 27 8
35190 Reirktsa.Erra 1,530 1,066 422 10 21 11
35458 T-nMstl aVgbotay.p-brcth aho ounior Wa r 1,032 589 415 4 20 4
35460 T-hmnsbjh Angitpay-y ros 3.500 1,797 1,674 4 9 17
35475 T-wnstminal ansiovtao-pn.t i-rOphgctr.ukotratw 11,637 2,714 7,814 943 5 161
35476 Trosbanotvmtl Agaphty,, perane-os8 83,375 17,181 60,706 3,798 53 1,637
35903 E_ son at atted grft-Etrmt~ry 10,242 7,504 2,472 56 71 139
36005 irj -6- paocd.re ra rnramtrt nograpty 22,907 9,191 12,977 290 - 16 433
36010 Itmoduriw a rr-sup orr inr roa a 17,601 9.807 6,677 690 29 399
36011 Sashcarapanents1vdetra1vct 5.571 2.796 2,561 33 5 176
36120 lsno.uosttoneedteointra reerretogadebrahtat. 1.817 394 1,071 329 3 20
36140 trroduarorredeitrtaaheerq-ytntart 6,772 3,932 2,667 42 2 129
36145 amdktrwofr -raiatrerar-AV hutl(DiaWyeJ) 120,980 26,050 88,279 4,175 66 2,410

36215 Sb Cearae piaordmet1rstorrr crbra otohoali 4,670 2,797 1,724 52 8 89
36216 0Ssoe Canrta p-ent-rd order rVor br alk 3.940 2,281 1,374 238 3 44
36217 Sal ecaaratm.n.rrerd dr.er tloVW a orbmeatic 1,778 1,021 726 5 1 25
36218 stave Canta p-ron1e-order or ,mw set ason 494 361 124 2 1 6
36831 Trabnaomy, Av arbba w rason, grnt 25 13 11 - - 1
36832 e Rever ot eia 50,836 23,867 25,147 234 681 907
36833 ROeWoAr otN rer ora oy (NEW CODE-t595) 24 13 10 - - 1
36834 PItssJrepairot.A -avaysm 1,244 689 534 9 11 1
37201 Trarsetrthspy -inr roc, thmmboasls 28.258 8,037 18,861 675 1 2 673
37204 T.evtor -eboodusiovoramsndvaoso 709 545 141 16 7
37205 Trw oWatr prnt otetadof pojr 1 arrot, orrat vsl 7,253 3,253 3,739 155 3 103
37206 T-aneostharar dtavrkant d otoemn porvuraveora addvtnial vsuel 867 478 344 28 17

37207' T-f vottter pra.etnt d otat .ter n - - - - -
37208 Trveathr parment o stetof open, ertdttvvat vassar 40 27 9 3 1
37250 Irnoavacvdar ureevnd durng therapssc irtnenw iniQI 134 84 46 4 -

37251 1no-abr auomd dourg orarapric ivretveov. addiona1 28 24 4
49423 E-hWdra-ed v eag ltr 242 126 111 5

Totals'_ 387,506 126,637 240,640 11795 019 7415

Final Medicare Adjudicated Claims Data for 1998.
A l other locations (i.e. Indian Reservation, Skilled Nursing, Faclity, Home Health Agency, Hospice).

Code 34101 is currently on the ASC apptoved list, but scheduled to be removed.

4Code 36832 is cumently on the ASC-approved lit, should be 36833 -a new code & *sub-crde" of 36832.
There is no data on code 37207, but is a procedure that rould be performed in ether IP or OP.
Dr. Collins estimates that pure vascular access services performed inpatent cost Medicave

75 percent more than in an outpatient facility.

uree: Allan Collins, MD. Minneapolis Medical Research Foundation, University of MN
and Director of the U.S. Renal Data System (USRDS)
Phone: 612-347-5811
Fao: 612-347-5878
E-mail: ACollins.nephrology.org
Website: v.usrds.org
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The National Kidney Foundation (NKF), the country's oldest and largest voluntary health agency

devoted to the needs of Americans with kidney disease, appreciates the opportunity to provide

testimony for today's hearing. NKF has long been dedicated to advancing the quality of care

delivered by dialysis clinics in the United States, including providing information and resources to

renal professionals, kidney patients and their families. For example, on November 14, 1994, NKF

President Neil Kurtzman, M.D. hosted a media event at the Washington Press Club to highlight

opportunities to improve outcomes for dialysis patients. This was followed up with a comprehensive

program for the development of practice guidelines (the National Kidney Foundation Dialysis

Outcomes Quality Initiative, or NKF/DOQI). These guidelines, initially published in 1997, were

designed to enhance dialysis adequacy, anemia management and vascular access placement and

.preservation by assisting decision making by clinicians. NKF/DOQI is being implemented in dialysis

facilities throughout the United States.

Fourteen years before the publication of the NKF/DOQI, the Foundation pioneered in the

development of guidelines for the multiple use of hemodisalyzers. The statement issued at that time

emphasized testing for effectiveness of residual function of reprocessed dialyzers before their

subsequent use. The NKF has updated its position paper on dialyzer reuse periodically since then,

with subsequent reports published in 1988 and 1997.

In addition to providing tools for renal health professionals, the Foundation has followed a parallel

course, in an effort to empower dialysis consumers with information and encourage them to

participate in making decisions that will affect their overall quality of ife. Some landmarks in this

effort have been the video series: People Lke Us and the programs: People Like Us, Live and
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Rehabilitation, Informatjon, Support and Empowerment (RISE). This multifaceted approach is

the hallmark of the National Kidney Foundation, reflecting the organization's diverse constituencies.

At the present time we count 26,283 members, including dialysis and transplant patients (and their

loved ones), nephrologists, renal dietitians, nephrology social workers, and nephrology nurses and

technicians.

On two occasions during 1999 the National Kidney Foundation presented testimony suggesting that

the ESRD Networks should make all dialysis patients aware of the programs which are offered by

NKF, mentioned above, as well as the wealth of printed materials available from NKF and other

renal patient groups, such as the American Association of Kidney Patients. The first presentation was

at a HCFA town hall meeting on the new Network Scope of Work in Baltimore on August 31, 1999

and the second opportunity was presented at a meeting of the Medicare Payment Advisory

Commission on October 14, 1999. Informed patients are more likely to adhere to their health care

regimen and that will lead to improved outcomes, reduced hospitalization and better controlled

health care costs.

The National Kidney Foundation has continually emphasized the relationship between stafling of

dialysis units and desired outcomes for dialysis patients. Since there have been only modest raises

in the Medicare reimbursement rate for dialysis treatments during the last 20 years and since

Medicare is the predominant payer for dialysis services in the United States, dialysis providers have

tended to increase staffloads and reduce the educational level of the mix of personnel employed to

provide renal replacement therapy and related services. The attached National Kidney Foundation

Position Statement, Quality of Dialysis Care, calls for "[a]dequate staffing for the provision of care
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by qualified, certified, competent and caring personnel (nephrologists, nurses, technicians, dietitians,

social workers) at a level appropriate to the acuity of the patient population." For this reason, NKF

supports the retention and expansion of the structure and process requirements relating to personnel

in HCFA's Conditions for Coverage of Suppliers of End-Stage Renal Diseases (ESRD) Services.

In addition, the NKF Council of Nephrology Social Workers and the NKF Council on Renal

Nutrition have developed algorithms that can be used to assist units in assessing staffing patterns.

Finally, the National Kidney Foundation Dialysis Technician Task Force has issued

recommendations with respect to the level and content of training for dialysis technicians. Its report

issued in 1993, is also attached.

HCFA has relied upon state survey agencies to assure quality of care. Unfortunately, because of

budgetary restrictions, the number and frequency of site visits at dialysis clinics has declined. For

that reason, the National Kidney Foundation supports the provision in the Administration's FY 2001

Budget Request which is designed to decrease intervals between site visits of dialysis clinics from

once every six years to once every three years. We hope that the Senate will appropriate the funding

that has been requested.

Finally, much remains to be done to fulfill the promise that the National Kidney Foundation Dialysis

Outcomes Quality Initiative offers for reducing mortality and morbidity in this country's dialysis

patients. While HCFA's ESRD Clinical Performance Measures (CPM) Project has advanced the

implementation of the NKF/DOQI Guidelines, there is a crucial role that HCFA can play to facilitate

the goals of the NKF/DOQI Project by updating coverage policy for laboratory tests for dialysis

patients. Current regulations for laboratory tests are confusing and unevenly interpreted by carriers
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and fiscal intanrediaries. As a result, reimbursement policy for testing impairs the physician's ability

to ensure safe and effective care for ESRD patients, in general, and, in particular, makes it difficult

to order the tests recommended by NKF/DOQI. HCFA should initiate a review of the

appropriateness and frequency of covered lab tests and revise policies for reimbursement of lab tests

based on current scientific knowledge.

Attachments
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National Kidney Foundation Position Statement

Quality of Dialysis Care
Until 1960, end-stage renal. disease (ESRD)

was a terminal illness. Experience in the
1960s documented the feasibility of affecting
the outcome of ESRD with chronic dialysis.
The Social Security Amendment of 1972 (PL
924603) extended Medicare coverage to those
with ESRD requiring dialysis and transplanta-
tion, and thereby made this lifesaving technol-
ogy available to all Americans. When this
model legislation was enacted in 1973, only
about 11,000 patients were its beneficiaries.
Today, some 200,000 ESRD patients are alive
because of this program. By the turn of the
century 300,000 citizens will be its beneficia-
ries.

Individuals, who only 30 years ago would
have died, now have the potential to lead a
fulfilling life made possible because of the
availability of financial support from the fed-
eral government and a committed and respon-
sible health care delivery system. Thus, for the
past 23 years, ready access to dialysis care has
successfully and effectively prolonged the lives
of hundreds of thousands of individuals and
made it possible for the transplantation of
kidneys to tens of thousands of them. How-
ever, its widespread availability and com-
pounding social and fiscal factors have raised
problems that were not foreseen at the incep-
tion of this most successful program. Essen-
tially, the process of keeping individuals af-
flicted with a terminal illness alive as long as
possible has not been free from complications
and problems.

Concern over these issues has prompted
the ESRD community, in general, to embark
on a concerted effort to seek solutions that
would allow for the delivery of the highest
possible quality of care to the beneficiaries of
the program. The National Kidney Founda-
tion, in its long-term commitment to this goal,
has developed the following statement of
what constitutes high-quality dialysis care. In
a fiercely competitive marketplace, driven by
cost containment, this statement on the qual-
ity of care is intended to serve as a catalyst to:
1. Protect the care and welfare of the patient

while facilitating the process of providing
optimal treatment outcomes.

2. Assume fiscal responsibility to hold costs at

a minimum while at the same time assuring
the quality of the services rendered.

3. Provide a basis for an integrated informa-
tion system that will allow the develop-
ment of a partnership between consumers,
professionals, and providers who share the
common goal of optimal care.
To achieve these goals will take the coopera-

tive effort of all three constituents of the
system: the patient, the delivery system, the
provider.

The Patient

ESRD patients receiving dialysis must be
treated in a holistic manner by a qualified and
adequately staffed multidisciplinary health care
team, which includes the patient as a responsible
member of the team. The care delivered must
be predictable, comfortable, and compassion-
ate, and should maximally increase life expec-
tancy and reduce the need for hospitalization
To this end, patients must be active and
informed participants in all aspects of their
care, including the choice of treatment modal-
ity. As active members of the health care team,
they must in turn be responsible and account-
able for treatment outcomes, so far as they are
psychologically and physically capable.

Several patient-related factors cannot be
changed, but with due recognition and dili-
gence can be ameliorated. As a rule, they will
demand increased attention, closer monitor-
ing, and committed resources to optimize
quality of care:.

* Age, at its both extremes, with its attendant
social, fiscal and physical demands.

* Comorbid conditions such as coronary ar-
tery disease, congestive cardiomyopathy,
hypertension, diabetes, hyperlipidemia, ar-
rhythmias, and malignancies.

* The patients' perception of their physical
and emotional needs and their satisfaction
with the quality of dialysis care. These can
and should be assessed by proper tools,
compared with facility staffing characteris-

e 1996 by the Nntionml Kidney Fo-ndati.,a. InMc
10734449/961030t-000&53.000/

Adtam in Rtnad Putnam Thcm", Vol 3. No 4 (Odicrl), 1996: p 271-272 271
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tics, and satisfactorily resolved to the extent
possible.

* Social and nutritional needs, either pre-
existing or brought about by the demands
of ESRD and its treatment must be ad-
dressed by qualified, trained, and licensed
individuals with access to the crucial re-
sources that are necessary to resolve them.

The Delivery System

Factors that affect the quality of care but are
related to the delivery of dialysis care itself are
more readily amenable to change than patient-
related factors, but will require additional
resources, scientific validation, and improved
technology. Some of the standards of ad-
equacy of dialysis have been established, sev-
eral are in the process of being formulated,
and others must await scientific data to be
established. None of these standards or guide-
lines, however, will be able to improve the
quality of care optimally unless they are moni-
tored closely and supported adequately. To
this end a uniform system of continuous
quality improvement measures should be in
place and supported by adequate instruc-
tional information, and, where justified, ac-
countable increased funding resources. The
ultimate outcome must be continued reduc-
tion in mortality and morbidity. The principal
issues that require immediate attention are:

* Dose and duration of dialysis, which is
optimal, individualized, and adequately
monitored. (Kt/V > 1.2 for hemodialysis,
weekly Kt/V > 1.85 for pentoneal dialysis).
The appropriate Ct/V dose for pediatric pa-
tients remains to be determined.

* Water purity and individually tailored dialy-
sate composition.

* Controlled ultrafiltration systems that mini-
mize adverse reactions on hemodialysis.

* Reuse procedures that conform to AAMI stan-
dards.

* Optimal membrane characteristics of biocon-
patibility and flux

* Improved functioning of vascular accss with
adequate preventative measures that are essen-
tial to reduce hospitalization.

* A hematocrit level that is physiologically opti-
mal (34% to 36%).

* Adequate protein (21 g/&kg/d) and caloric
(230 to 35 kcal/kg/d) intake, closely moni-
tored nutritional status (albumin > 35 g/dL),
and stable weighL

* Careful monitoring and appropriate treatiment
for bone disease.

* Adequate staffing for the provision of care by
qualified, certified, competent, and caring per-
sonnel (nephlogis, um s, tecnians, dieti-
tians, social workers), at a level appropriate to
the acuity of the patient population.

* Easy access to functional and vocational reha-
bilitative training programs.

* Improved technology and training to reduce
infectious Complications.

* Adoption of a program for Advanced Direc-
tives.

* Institutionofaneducational program covering
. treatment options, initiation, and withdrawal

of renal replacement therapy.
* A system for continuous quality improvement

for all of the above.

The Provider

A third set of factors that affects the quality of
dialysis care is related to the regulatory and
funding component The ESRD program in
the United States has been our first experi-
ment with principally a single-payer medical
care. It is also our first example of potential
pitfalls of this approach. The annual costs of
this program have increased steadily only
because the number of patients kept alive by it
has increased. The actual reimbursement rate
per individual course of treatment has steadily
declined. Past reductions in reimbursement
have been instituted without due consider-
ation or analysis of their impact on outcome,
morbidity, and mortality. This must be re-
evaluated and resolved.

The following people were on the commit-
tee that developed the policy statement:

Garabed Eknoyan, MD, Chair
Debra Barkman, RN, BS, CNN
Joyce Ezaki-Yamaguchi, RD, CS
Joseph Letteri, MD
Nathan Levin, MD
Peter Lundin, MD
William McClellan, MD
Rosa Rivera-Mizzoni, MS, RD, LD
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National Kidney Foundation Dialysis Technician Task Forcet

AT ITS SEPTEMBER 14. 1990 meeting, the
National Kidney Foundation (NKF) Public

Policy Committee focused on the increasing pro-
portion of patient care services delivered by tech-
nicians. Similarly, the committee for the Study
of the Medicare End Stage Renal Disease Pro-
gram appointed by the Institute of Medicine
noted:

-Dat strongly sagest that denreased reimhursement has
led to decreased staffing in dialysis units (and) to shifts
from nurses to trehnicians ... There is no evidence
that these changes in staffing pattentss have affected quality
(of patient case). However. professional opinion avwn
this contention.

At the conclusion of its deliberations, the NKF
Public Policy Committee recommended that the
President of the Foundation appoint a special task
force on dialysis technicians. Such a group would
be asked "to review public policy options and
make recommendations concerning job descrip-
tions for dialysis technicians. as well as standards
for training and possible mechanisms for certi-
fication."

Based on this recommendation, Saulo Klahr.
MD, then President of the NKF, appointed a
group representative of nursing, technology,
medicine, and administration. which met on
Sunday, December 2, 1990, and was chaired by
Tom Parker, MD. At the same time, the Amer-
ican Nephrology Nurses' Association (ANNA),
and the National Association of Nephrology
Technologists (NANT) assembled a task force to
study this issue.

At December 1990 meetings, these groups
agreed to study State Nurse Practice Acts, sample
job descriptions and outlines of representative
training programs for dialysis technicians, and
summaries of the ways other specialties have dealt
with the issue of unlicensed practitioners. The
NFK committee drafted a technician patient care
role description and a list of minimum curricu-
lum components based on a position statement
developed earlier by NANT. The drafts were
widely circulated. heavily revised. and presented
to the ANNA/NANT group. At November 1991
meetings. the ANNA/NANT task force also de-
cided to investigate practice moddis with the goal
of preparing global recommendations on the roles
of all care givers in nephrology. The goal was to

prepare a joint statement on technician practice
early in 1992.

At a meeting held in Chicago on April 30. it
was announced that the ANNA board of directors
had decided not to continue with the technician
project. Instead. the association would concen-
trate on developing a research-based practice
model for nephrology nursing. NANT an-
nounced that its board of directors had decided
to issue a position paper encompassing the entire
scope ofthe nephrology technologist role. Neither
organization objected to an NKF publication of
the patient care role description and curriculum.
as long as revisions made by the task force were
kept.

INTRODUCTION

A review of State Nurse Practice Acts indicates
that no legal barriers exist to the articulation of
a role description for dialysis technicians based
on existing practice patterns. The notable excep-
tion is the administration of medications. The
NKF does not take exception to the administra-
tion of routine medications by dialysis techni-
cians, but understands that local law may prohibit
some activities. The NKF Committee recognizes
differences in state nursing and medical practice
acts and regulations promulgated by state legis-
latures and health departments. This document
is meant to support existing laws and regulations.
Each facility will, of course, comply with appli-
cable regulations. While it is possible to agree on
an outline of components for a model training
program for dialysis technicians who function in
patient care roles, it may be premature to make
recommendations concerning certification.

The dialysis patient care technician role de-
scription and curriculum outline that follow at-
tempt to define a person who, under supervision.
performs safe, effective, and adequate hemodi-

From The National Kidney Foundation.
ReeemdAprinl 2.1992: acrepted in revisedform October 7.

1992.
t Task Fonre Members Thomas F. Parker (Chairmanw.

Ra-ratnd K Hakim. Jeffrey B. Hove. Sally Burrtns Hudson
Jean Kammserer. Nathan W. Leuin. and Anthonyr .uWana.

Address reprint requets lo The National Kidney Founda.
tion3 JOE 33rd St. Nv York NY 10016.

o 1993 by the National Kidnert Foundaoion. Inc.
027246386/93/2102-0017S3.00/0

American Journal ot Kidney Dtseases. Vol 21. No 2 (February), 1993: pp 229-232 229
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alysis treatments. The technician is not intended
to be a "nurse substitute.' or an economical al-
ternative to a biomedical specialist The elements
of the job description and training outline are
meant to supply basic skills and knowledge to
people who provide dialysis treatments as part of
a team. The NKF Technician Task Committee
was charged with determining a job description
and outline of training program that refers to a
person who provides safe and adequate dialysis
treatments under supervision. It is the goal of the
NKF that such supervision be provided by a reg-
istered nurse.

In the interest of defining the technician as
broadly as practical, to permit flexibility over
time. and allow individualization, detail in job
elements and curriculum outline is minimal.
Certain items are included because background
information is necessary for the technician to
understand the broader picture of hemodialysis,
not because it is expected that they will be expert
in these concepts. For example, anatomy, phys-
iology, and pathophysiology as referred to in the
outline are intended to provide a basic under-
standing of what it is dialysis is supposed to ac-
complish. A technician must understand what
patients will be dealing with in terms of symptoms
and dinical signs if that person is to report effec-
tively to the supervising Registered Nurse. If the
technician is to provide safe and effective dialysis
treatments, he or she must have a global under-
standing of the systems and processes involved.

Individual facilities will adapt the outline to
their programs, but basic knowledge of causes
and outcomes related to end-stage renal disease
(ESRD) is within the scope of unlicensed per-
sonneL The intent is not to create a category of
care-giver or infringe on practice domains of oth-
ers. That some technician duties outlined in the
job description overlap with parts of some states'
definitions of nursing is coincidental. Thee is
overltap in most health care roles. Nurses recog-
nize, for example, a safe dose of a narcotic an-
algesic, or a drug level in a toxic range. or ab-
normal electrolytes. or symptoms of a "medical"
emergency. That knowledge does not make them
physicians, nor does appropriate response mean
that they are practicing medicine. The important
concept is that a team cares for the patient. If the
technician is to report unusual occurrences to

team members, he or she must be able to differ-
entiate the usual from the unusual.

Water treatment, quality assurance, and qual-
ity control may not be the purview of patient
care staff in larger units. In smaller units, profes-
sionals and nonprofessionals may overlap duties
in many patient care and some plant safety areas
Everyone who dializes needs to know what con-
stitutes safe water, problems with quality, and
safety issues. We may not all need to know how
to achieve American Association of Medical In-
strumentation (AAMI) water, but surely we
should understand the complications that can
occur when water is impure, when sterilant is not
carefully rinsed, when conductivity errors occur.
or when safety systems malfunction. The purpose
of including these elements in the outline is to
provide broad guidance to facilities, organiza-
tons, or others involved in technician education
in order for curricula to be tailored to individual
facility needs.

The Committee believes that the inciuded ele-
ments listed need to be addressed for all patient
care technicians. The depth will be determined
by the original preparation of the orientee, the
actual working job description of the dialysis
technician, and the needs of the facility.

DIALYSIS TECHNICIAN PATIENT CARE
ROLE DESCRIPTION

Dialysis technicians practice in multiple roles
In patient care roles, the technician's primary re-
sponsibilities include assisting, under supervision,
in the care of patients undergoing hemodialysis
treatments. It is the goal of the NKF that such
supervision be provided by a registered nurse.

Qualificarions: High school diploma or equiv-
alency.

Experience: Courses in basic sciences. Previous
health care experience (such as Certified Nurses'
Aide or medical technician/technologist).

Reporting relationships: Reports directly to the
registered nurse. Adheres to all applicable regu-
lations, statutes, and practice acts.

The technician:
1. Assembles necessary supplies.
2. Prepares dialysate according to established

procedures and the dialysis prescription.
3. Assembles and prepares the dialysis extra-

corporeal circuit according to protocol and
dialysis prescription. Installs and rinses di-

65-918 2000- 17
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NKF DIALYSIS TECHNICIAN TASK FORCE

alyzer and all necessary tubing. Tests mon-
itors and alarms, conductivity, and absence
of residual sterilants. Sets monitors and
alarms according to unit and manufacturer
protocols.

4. Obtains predialysis vital signs. weight, and
temperature according to unit protocol and
informs the nurse of unusual findings.

5. Inspects access, administers local anes-
thesia, performs venipuncture. and initiates
dialysis according to established protocol,
prescription. and universal precautions as
permissible by state law. Reports unusual
findings to the registered nurse.

6. Determines dotting times and administers
anticoagulants according to unit protocols
and prescription as permissible by state law.

7. Measures and adjusts blood flow rates fol-
lowing established protocols and prescrip.
tion.

8. Calculates and adjusts fluid removal rates
according to established protocols and pre-
scription.

9. Monitors patient and equipment. reporting
unusual occurrences to the registered nurse.
Changes fluid removal rate, patient posi-
tion, and administers replacement saline as
directed by the nurse, physician order, or
unit protocoL

10. Documents findings and actions on the
appropriate flow sheet per unit protocoL

11. Monitors equipment for safe and proper
functioning. Responds to alarms, making
appropriate adjustments.

12. Responds appropriately to dialysis-related
emergencies such as cardiac or respiratory
arrest, needle displacement or infiltration,
dotting episodes blood leaks air emboli
etc. Initiates cardiopulmonary resuscita-
tion (CPR).

13. Discontinues dialysis and establishes he-
mostasis following unit protocol. Inspects,
deans. and dresses access according to unit
protocol. Reports unusual findings and
occurrences to the registered nurse.

14. Obtains and records postdialysis vital
signs. temperature, and weight.

15. Discards supplies and sanitizes equipment
according to manufacturer and unit pro-
tocol.

231

16. Communicates emotional. medical, psy-
chosocial. and nutritional concerns to the
registered nurse.

17. Maintains professional conduct. good
communication skills. and confidentiality
in the care of patients. Participates in the
multidisciplinary process.

18. Collaborates with the registered nurse in
identifying and meeting patient education
goals.

DIALYSIS TECHNICIAN MINIMUM
CURRICULUM COMPONENTS FOR THE
TECHNICIAN PROVIDING PATIENT CARE

The following outline lists elements necessary
in a curriculum for preparing technicians in the
patient care aspects of the dialysis technician role.

1. Introduction to dialytic therapies: History
and major issues

A. History of dialysis
B. Definitions and terminology
C. Communication skills
D. Ethics, confidentiality
E. Multidisciplinary process
F. Roles of other team members
G. Information about related organizations

2. Principles of hemodialysis
A. Principles of dialysis
B. Access to the circulatory system
C Anticoagulation, local anesthetics, saline

3. The person with kidney failure
A. Basic renal anatomy, physiology, ele-

mentary pathophysiology
B. The effect of renal failure on other body

systems
C. Symptoms and findings related to the

uremic state
D. Modes of renal replacement therapy, in-

cluding transplantation
E. Elementary renal nutrition
F. Psychosocial aspects of ESRD: concrete

vs counseling services
4. Dialysis procedures

A. Technical aspects of dialysis: operation
and monitoring of equipment initiation
and termination of dialysis

B. Glucose monitoring. hemoglobin/he-
matocrit monitoring, anticoagulation
monitoring
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C. Elementary bacteriology, aseptic tech-
nique, sterile technique, specimen han-
dling; universal precautions

D. Emergency procedures and responses
such as CPR. air embolism manage-
ment, line separation response

E External and internal disasters: fire. nat-
ural disasters, emergency preparedness

F Safety, quality control, quality assurance
G. Basic documentation

5. Hemodialysis devices
A. Conventional, high efficiency, high flux:

theory/practice
B. Dialysate composition, options, indica-

tions, complications, safety
C. Monitoring and safety
D. Disinfection of equipment

6. Water treatment
A. Standards and regulations
B. Systems and devices
C. Monitoring
D. Rationales

7. Reprocessing, if applicable
A. Principles of reuse

B. Safety. quality control. universal pre-
cautions, water treatment

C. Issues: overview
8. Patient teaching

A. Role of the technician in supporting pa-
tient education goals

B. Principles of learning
I. Hemodialysis principles
2. Interpretation and reporting of symp-

toms during dialysis (ie vital signs)
9. Infection control and safety

A. Risks to patients-nosocomial infec-
tions. accidents

B. Risks to employees-universal precau-
tions

C. ElectricaL fire. disaster, environmental

safety, hazardous substances
10. Quality assursnce/contittuous quality im-

provement (QA/CQI)
A. Role of the technician in quality assur-

ance activities
B. Principles of QA/CQI
C. Importance on ongoing quality control

activities in dialysis
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The American Nephrology Nurses' Association (ANNA) is the largest professional

nephrology group in the United States representing over 11,000 nurses dedicated to improving

the care of nephrology and kidney transplant patients. ANNA welcomes the opportunity to

submit a written statement to the Special Committee on Aging regarding the quality of care

provided for End Stage Renal Disease (ESRD) patients in the United States. We want to

work with Congress to increase the quality of care for the 300,000 ESRD patients throughout

this country.

ESRD patients are sicker today and have more co-morbidities than in the past. The ESRD

population will also increase due to our aging population. In addition, this entire country is

facing a severe nursing shortage and it is doubtful this will end. Due to this shortage and

pressure for budgetary cuts, there is more reliance on technicians in dialysis facilities. Over

the past few years, the nephrology community has had to cope with Medicare payments to

dialysis facilities that have outpaced inflation. This has affected the provision of a sufficient

and appropriate mix of labor resources in dialysis facilities. Reimbursement levels are

imposing upon the provision of services and supplies. All of these factors jeopardize ESRD

patients' access to services and care. Because of these changes, we have seen increased

patient-staffing ratios; more technicians utilized; and reuse of some supplies. The renal

community is constantly coping with maintaining high standards of care despite increasing

restraints in which to maintain this same quality of care.
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As nurses caring for nephrology patients, we are particularly concerned with

* maintaining quality care;

* who is providing the care and education that ESRD patients receive;

* ESRD patients' access to care in rural areas;

* the scope and timeliness of data collected by the ESRD networks; and

* the provision of quality care in dialysis facilities.

ANNA's Recommendations for Improvements to the ESRD Program to Assure Quality

of Care

I. Improve data gathering and sharing of information between the 18 ESRD Networks

and state survey agencies. The means of gathering and sharing data among the ESRD

Networks is out-dated. Better use by computer for the collecting and sharing of data must

be made available. There must be accurate maintenance of records and statistics of the

number of patients receiving dialysis, along with the number of admissions and reasons

for ESRD patients' admittance to inpatient units. There must be better tracking of the

complications that patients have while on dialysis, such as access problems, cardiac

complications, strokes, gastrointestinal bleeds and other morbidities that they experience

in community settings that may cause hospital admissions.

All data gathered must be timely to beruly helpful in changing procedures, protocols and

policies for ESRD patients. Data that is two years old cannot effectively provide quality

care. Data collection on who is providing care for dialysis patients, including the number
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of advanced nurse practitioners and their responsibilities, in the various settings is crucial.

Data that is gathered must be shared in more efficient and meaningful ways than what is

currently in place. ANNA also wants to assure that those providing care to ESRD patients

is appropriate and safe. Who is providing care to patients and staffing ratio information is

crucial.

2. There should be a better means to ensure state surveyors are well trained, that there

is timely and sufficient monitoring of dialysis facilities, and that meaningful follow-

up for facilities with deficiencies is carried out. There must be means to provide

surveyors with more power to investigate complaints and provide meaningfil follow-up

and revisions for known violations found in facilities. ANNA is extremely concerned

about the lack of power given to surveyors and the backlog that exists for surveys of

dialysis centers. If a patient reports questionable activities or concerns at a dialysis center

and a surveyor makes a site visit validating a problem, the surveyor is powerless to

enforce any needed changes. The current system does not assist in meaningful

transformation of centers giving less than quality care, solutions to obvious problems or

assure necessary changes are enforced for centers with violations.

Many states are experiencing a backlog of facilities that should be surveyed. There are

not enough trained surveyors to carry out needed work, and surveys should be done

approximately every three years. In order for ESRD patients to receive quality care and

continue that quality, there must be a mechanism for enforcement once a surveyor finds

violations. Education and follow-up of facilities' staff is necessary to assure change. The
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possibility of statutory requirement of ESRD facilities would assure that certification

surveys and follow-up inspections occur. Increased options for dealing with deficient

facilities must be tackled with better follow up and education or penalties. ANNA is

hesitant to recommend monetary penalties due to its possible detriment to patients and

access of care.

2. ANNA believes that RN's must be the health care professionals directing the

education process for ESRD patients regarding dialysis, peritoneal dialysis and the

education of technicians. RN's provide essential education to ESRD patients regarding

their diagnosis, dialysis, prevention of complications, treatments, medications and care of

access devices. Those patients using peritoneal dialysis should receive their information

from a RN. In addition, RN's must be the key individuals to provide education and

oversight to technicians. Because RN staffing ratios are stretched to the limit in many

facilities, it is becoming increasingly difficult to provide all the education that patients

need initially and on a continual basis. This education should not be delegated to

technicians.

ANNA is also concerned about the training, standards and qualifications that technicians

must have and the variances that occur from state to state. ANNA believes that RN's

must oversee the educational standards for technicians to ensure competency and quality

control for the care technicians provide.
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ANNA also acknowledges the increased staffing problems that may occur in rural areas.

ANNA urges Congress to make meaningful inroads to address the nursing shortage by

increased educational funding for schools of nursing and advanced practice nurses. In

addition, an annual inflation formula applied to the composite rate, resulting in an annual

update of this payment, would assist in compensating for staff salaries and administrative

costs. This would assist in providing an adequate number of RN's in dialysis facilities.

HCFA has no authority to do this. This change in the formula for an annual update must

come from Congress.

3. ANNA is concerned with the rate of infections in the various access devices for

dialysis. There are insufficiencies in tracking the number of infections and clotting

problems for the access devices used in ESRD patients. There must be more data on this

issue to effectively assess the types of patients who develop infection, lapses in sterility,

reasons for infection and prior or on-going patient education to prevent infection to better

identify problems and overcome them. In addition, other morbidities, such as diabetes,

make a significant difference in the rate of infection in ESRD patients. If improvements

in teaching, care and prevention of infection are to take place, the renal community must

know how other issues and morbidities interact with the rate of infection in various

devices. In addition, clotting problems have increased for various reasons. Timely

correction of clotting problems or other vascular access problems must occur, such as

doppler flow studies and timely referrals.



518

4. ANNA wants to assure the quality of care for ESRD patients enrolled in managed

care, and opposes a repeal of Section 1876 of the Social Security Act prohibiting

Medicare ESRD beneficiaries from participating in managed care plans. ANNA

wants to assure that ESRD patients have access to specialty care in a timely and consistent

manner, appropriate referral processes and early intervention for those who are in a pre-

renal state.

ANNA looks forward to working with Congress and HCFA to accomplish these important

goals to improve the care provided for ESRD patients. Thank you for this opportunity to

present our comments here.
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Fresenius Medical Care
June 23, 2000

The Honorable Charles Grassley, Chairman
Special Committee on Aging
United State Senate
Washington, DC 20510

Dear Mr. Chairman:

I am writing on behalf of Fresenius Medical Care-North America to express our support for a
thoughtful re-evaluation of the current Medicare End Stage Renal Disease (ESRD) program.

As you know, Subpart U of the Medicare regulations establishes the basic operating standards
for dialysis facilities in this country. These standards have not been significantly modified for more
than 20 years. As a result, the regulatory structure which currently governs the day-to-day operation of
U.S. dialysis facilities has not kept pace with advances in patient care and management. Similarly, the
composite rate paid by Medicare to support basic dialysis services has only been increased twice since
1983. In real dollar terms, the rate of reimbursement has actually declined substantially over that
period.

Clearly, the time has come for the Congress and HCFA to join with the dialysis community in
undertaking a broad-based re-evaluation of the structure and focus of the Medicare ESRD program.
The goal of this effort should be to bring the program up to date with recent medical and technical
innovations as well as outcomes-oriented evaluation. Although great progress has been made in the
last decade in improving the quality of care furnished to ESRD patients, further improvements can and
should be made. To achieve this end, it is important that both regulatory and reimbursement policies
be carefully aligned to promote innovation and improved quality outcomes for ESRD patients.

Some of the recommendations that we expect to be presented to the Committee during its
hearing on ESRD quality next week should offer a foundation for a constructive discussion of program
improvements.

I . Standardization of Outcome Measures. We suppoi the use of standardized outcomes-based
quality measures to assess the performance of individual dialysis facilities. Dialysis providers,
nephrologists and other renal healthcare professional should be involved with HCFA in
developing such measures based on recognized medical and clinical criteria. Measures should
focus on key indicators of medical outcomes and patient well-being. The clinical performance
measures developed by HCFA, as well as the parameters addressed in the Dialysis Outcomes
Quality Initiative (DOQI) supported by the National Kidney Foundation, should be used as a
starting point for discussion. Ata minimum, parameters addressing the adequacy of dialysis
treatment (both hemodialysis and peritoneal dialysis), anemia management, nutritional status,
patient mortality and hospitalization, and vascular access should be included in any new
program.

Fresenius Medical Care North America
Corporate Headquarters: 95 Hayden Avenue Lexington, MA 02420 (781) 402-9000
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Mechanisms for collecting and reporting data should be transparent to, and fully understood by,
all affected parties. Reasonable opportunities to correct data input or reporting errors should be
built into the process.

2. Accountability for Patient Outcomes, We support the proposition that dialysis facilities and
treating nephrologists should be held accountable for the quality of renal care delivered to
patients. It would be appropriate to revise the Medicare conditions of coverage described in
Subpart U to confirm this important principle. Providers and nephrologists should be involved
in developing effective administrative mechanisms for enforcing accountability through site
surveys as well as public disclosure of comparative quality performance measures. We believe
that making standardized performance data on individual dialysis facilities publicly available to
patients and physicians will exert a powerful incentive for quality improvement by those
facilities.

3. Patient Complaints. Dialysis facilities should work cooperatively with the existing Renal
Networks and State agencies to address patient concerns and complaints in a fair and timely
manner. We support a further integration and coordination of these efforts. HCFA and the
Networks should work with dialysis providers and nephrologists to improve patient education
and awareness of grievance options. For example, patients should have the ability to bring
questions or concerns about the operation of a dialysis facility to the Director of Nursing or the
Medical Director. Patients also need to be informed of available dialysis facilities near their
homes and to have a mechanism to voice concerns when they are referred past nearby dialysis
units for the convenience or economic benefit of physicians or medical centers. In addition, we
believe that dedicated renal "Hotlines" should be established at a State or Network level to give
patients an additional option for voicing concerns on a confidential basis if they wish.

It is important that complaints and grievances be evaluated by qualified healthcare personnel.
The focus should be on problem-solving, not paperwork. Where complaints are based on
patients misunderstanding of the treatment process (i.e. frustration with the length of dialysis
sessions prescribed by the nephrologist), physicians and dialysis facility staffshould be
encouraged to place more emphasis on patient education and communication. In other
instances, involving failure to meet established standards of practice or care, more direct
remedial action may be required. Dialysis facilities should be expected to maintain complaint
files in good order and with proper documentation of effective investigation and follow
through.

4. Site Surveys. We support the establishment of minimum cycles for conducting Medicare site
surveys of existing dialysis facilities. Many State agencies lack the resources to hire qualified
personnel to perform surveys on a regular basis. This must be corrected and HCFA must be
prepared to assume appropriate financial responsibility for doing so. We also support greater
involvement by the ESRD networks in the survey process. Nephrologists, dialysis providers
and other renal healthcare professionals should be encouraged to take an active role in
improving the effectiveness of the survey process to ensure a tighter focus on issues directly
affecting the quality of patient care.
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Standards should be strengthened for the qualifications and competence of State surveyors,

including experience in the care of ESRD patients. Survey results should be reviewed by the

Networks and recommendations put forward for improving the effectiveness of the process.

Feedback should also be encouraged from dialysis providers, nephrologists, other renal

healthcare professionals, and patients to ensure that the process is functioning properly and is

addressing matters most relevant to patient outcomes.

5. Identification and Analysis of Medical Errors and Injuries, We have long supported programs

designed to identify and analyze the causes of medical errors and injuries. This should be part

of the Continuous Quality Improvement (CQI) program at every dialysis facility. While each

dialysis facility's goal should be the elimination of treatment errors and medical injuries, the

human element in clinical and medical practice makes this an elusive goal. Nevertheless,

organized vigilance in investigating errors and following through on corrective measures will

help minimize their effect on patients.

To support this effort, a medical information system should be available to collect data on

significant medical injuries on an industry-wide basis. Such a system should be developed

jointly with HCFA, the Networks, and dialysis providers. We support proposals for the

Networks to take the lead in establishing pilot projects in this area and are prepared to

participate in these projects. We urge HCFA and the Networks to ensure that planning for

these pilot projects is open to dialysis facilities and nephrologists, and that the projects build

upon medical information systems already in place.

These initiatives are consistent with Fresenius Medical Care's longstanding commitment to the

quality of the renal products and services that it provides to patients and providers on a worldwide

basis. Fresenius Medical Care has been a leader in the dialysis field for more than 20 years. In the late

1970s it developed and introduced dialysis machines that, for the first time, were able to control

effectively the removal of water during the dialysis process. This breakthrough technology also

allowed the use of new, biocompatible membranes which reduced the level of stress associated with

dialysis treatments. Since acquiring the dialysis services and products operations of National Medical

Care in 1996, Fresenius Medical Care has implemented a number of programs and initiatives which

demonstrate our continuing commitment to the delivery of quality medical care to ESRD patients and

our acceptance of accountability for meeting that objective.

We have established parameters and goals for a designated set of key clinical quality indicators

and outcomes. These measurements include: mortality, standard mortality ratio (SRM),

standard hospitalization ratio (SHR), length and number of hospitalizations, adequacy of dialysis (URR

and Kt/V), adequacy of nutritional therapy, adequacy of anemia management, adequacy of bone

disease treatment, vascular access placement, measurement of patient compliance with treatment

orders and yearly measurement of patient satisfaction. This data is compiled centrally and comparative

performance data is distributed to regional and facility clinical staff. Through this process, the Medical

Director and clinical staff at each facility are able, on a continuous basis, to access their achievement of

pre-established Company goals and to compare their performance to other units in their region and to

national averages.

65-918 2000- 18
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Fresenius Medical Care also has developed a system for collecting and addressing complaints
from patients and clinical staff. Both patients and staffmay lodge complaints to facility administrators
or Medical Directors as well as management personnel and corporate executives. In addition, clinical
staffhave access to a confidential "Hotline" staffed by an independent organization. Company
employees and managers are expected to take patient and staffcomplaints seriously and are required to
follow Company procedures for evaluation and follow-through, including appropriate documentation.
We believe that listening carefully to patient and staff concerns provides an important "early warning
system" for problems that could become more serious if undetected or not addressed in a timely
manner.

Fresenius Medical Care has developed a mechanism for monitoring a broad range of clinical
variances (medical errors or adverse events) which are reviewed and trended at the corporate and
regional level. Significant adverse events are analyzed to determine root causes and define appropriate
corrective actions. A reporting system measures upper and lower control limits and trends. Clinical
variances that exceed upper control limits or show trend increases are analyzed in greater detail by
clinical personnel at regional and corporate levels. It has been our experience that rigorous attention to
this system has played an important role in reducing the frequency of clinical variances at our facilities
since the program was initiated.

Overall, we believe that these data collection and reporting systems are unique in the dialysis
industry in their scope and detail. We believe that they have made a measurable contribution to
improvements in medical outcomes for our patients. Implementation of national data collection
systems to track medical outcomes, as well as patient complaints and clinical variances for all dialysis
facilities, would permit them to compare their performance to that of their peers on a regional and
national basis. Public disclosure of standardized performance data would also permit patients and
physicians to select a dialysis facility based on objective quality and outcome measures. We have
already met with staff representatives of HCFA and the Office of Inspector General to describe our
systems and to show their cumulative effect on measurable quality indicators. We would be pleased to
provide a similar briefing to the members and staff of this Committee.

As the Committee moves forward with its consideration of recommendations for improving the
quality of ESRD care, we hope that it will not overlook the important role played by Medicare
reimbursement policies. Since its inception in 1983, the bundle of services covered by the composite
rate for ERSD services has remained essentially unchanged. Over time the reimbursement rate for
these services has actually declined substantially in real dollar terms. While providers have been able
to offset some of this revenue loss through lower equipment and supply costs and other productivity
improvements, this cannot continue indefinitely. Recent proposals to reduce reimbursement for
several intravenous drugs that are commonly used in renal therapy will only exacerbate this problem
and continue to erode the ability of providers to pursue the quality goals that we all believe are
achievable.
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We believe that it is time for the Congress and HCFA to take a hard look at both the structure

and level of ESRD program funding. The current system is neither quality oriented nor fiscally sound.

It is unsatisfactory for providers, patients, and HCFA. It needs to be changed.

Advances in ESRD treatment have led to an increase in the number and variety of services that

are separately billable to Part B of the Medicare program. MedPAC estimates that approximately 35

percent of Medicare ESRD expenses are now paid outside the composite rate bundle. As these

separately billable expenses have grown, Medicare carriers and intermediaries have become

increasingly aggressive in challenging physician orders and provider claims for such services. While

some of these challenges have had merit, others have not. The current scope and methodology of these

financially-driven challenges have begun to have implications for the quality of patient care.

Fresenius Medical Care shares the frustration of providers, physicians, and HCFA in addressing

these issues. Time and resources that are now devoted to claims administration activities could be

better focused on patient care. Accordingly, we have been working for the past three years on

legislative proposals to include two categories of separately billable ESRD services - clinical

laboratory tests and oral and intravenous nutritional therapy - into an expanded composite rate bundle.

This can be achieved on a budget neutral basis by transferring costs currently associated with these

separately billable services to an enhanced composite rate payment. The House Ways and Means

Committee Report on the Balanced Budget Refinement Act of 1999 directed MedPAC and HCFA to

report on "whether the quality of care could be improved" and payments be made more appropriately if

billings outside the composite rate were revised to include an appropriate mix of additional services,

including laboratory tests and nutritional therapy.

We believe that enactment of this proposal will eliminate second-guessing of physician

treatment decisions by Medicare contractors without sacrificing fiscal integrity. Tied to a broad

national initiative to improve collection and reporting of patient outcomes (to ensure continued

patient access to medically necessary services), it would represent an important first step toward

building the composite rate to a level commensurate with the congressional and HCFA

commitment to medical quality improvement. It is also important that the benefits of the modest

increases in the composite rate that were enacted by the Congress last year be preserved through future

annual rate adjustments tied to an appropriate medical cost index. There should also be a commitment

to periodic review of the adequacy of the composite rate based on unforeseen or uncontrollable

changes in provider costs. A more detailed summary of our proposal is being provided to the

Committee staff.

We appreciate the Committee's interest in calling attention to the need for a stronger

partnership among the government, dialysis providers, physicians and other renal healthcare

professional, and patients to improve the quality of ESRD care. We hope that the Committee will

support the further development of quality-oriented initiatives already underway by HCFA and the

renal community. Adoption of the data collection and reporting proposals described above would

represent an excellent start. However, attention must also be paid to reimbursement reform so that

financial incentives are properly aligned with the achievement of improved patient outcomes.
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We would welcome the opportunity to present our views to the Committee at a future hearing
or to work with members of your staffto assist in your further consideration of these important issues.

Sincerely yours,

(Q"enior Vice President

JM/mep

cc: The Honorable John Breaux

a
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DISEASE SEVErITY. HEMATOCRIT. ArND REUSE

Peracetic and acetic acids were aissociated with
greater morality than forntatdehycli: or nat reuse.

Pach isi haec large national studies centered
on basic patient demographic and provide char-
uctriutica. Neither included unit profit status.
and both were limited bly the sparse data avail.
alIc on discasc severity. liaelatocrilt and .ut-
conies associated with higt-efficiency/high-flua
therapy.

I 1998, our own re.-arch group examined
pcnod-prevalent Medicare patients in units pric-
ticing conventional dialysis.3 'The twit cohorts
included patients front 1989o 1990(n = 11.926)
and 1991 to 1993 (n 211.422). Adjusting fur
cotairbidity, uait characteintics, and prolit sta-
ius, we found a greater mortality risk lor patients
in frcesanding for-profit units using peraretic
acid annual reuse during 1989 to 199(. In the
later perind of 1991 to 1993. increased risks were
delecicd in lIospital-based notiprtlit uairil practic-
ing fonnaldehyde autittitasic reuse and in free-
standing for-profit units uasig glutaratlehydc.
tlese utitl types, however, cach aecottutted for
less tItan 5% of the total wihber itt units. For a11
otlecr inicracniotis of reuse garntticide and tech-
nique, wes observed no significant difference in
stralilty rates s.-tweaii reusic and lo-reuse inier.

Tlic-w resultssugggcsted hat oeewrfaeteirsasaso-
citerd with patieit srvivasl. including severity of
disea.ca, osnorbidity, and htellatenrit level. tUiht
ha-s a greater intluence on ttuonality than rtiuse
practices thcmsClves. Our autalytic group re-
cently developed epidertioltigical mottlels sit as-
seS setch facturs.a ' We have apptlied them here
il a nstw asse<smant of reuse-rclaled mortality ill
US dialysis units. esxirining hoth consvcnlional
dialysis therapy, she focus ol' earlier studies, ed
hight.clliciencyfhigh-flue therapies. on whih the
majority *if patients cow dialyre. This repse
sutitadrizes *7ur results.
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hy and dise.a santiy -S-was (nha anrambnt at rateals
s. p dtn tbod -(oraus.antI hosptlir d ys to

th naty pcriad). 'hy final ansd, M-4 ws dlatd tr
each at the prainoaly tnaasnd fanar sd tur nUy-
passoe tontatnait value s wall. Wc ast d1w M-2 a,*tl Ion
an initial -aasstnxot utstn s is tor-panl ft-ulatads.
and noncanasiol units ne inte. to illusa sc iprct af

potaic -ttolity riskls sitt5 it. basic .udC ol tM-Is anfid
osalnl k adaad nt anttainly Eor dtseae arniyeotmul-
btisly. and heat.oIt m tM-4t

RESULTS

Whereas only 40% sif patiemts in 1991 were
treated in units using high-efficiency/high-fiax
therapies, this number had increased tll morc
than 75% by 1995 (Table 1) The percentage of
palielts treated in for-profit tnils belween 1991
and 1995 remained relatively stable (60% to

66%). and more patients (71% to 76%) were
treated in frerslanding units than in hospilal-
based lnits during she same peristd.

Figure I shows the rclationshtip of demo-
graphic and disa..s-snve-ily factors to germicide
use in 1901 and 1995. showing the statistically
significant differences. Mean padtien age. for
example. increased over (he 5-year period and, in
1995. was older for patiesnti in units using peracc-
lid acid than for those in anils using formnalde-
hydc or 1ot practicing reuse. The number of
comorkid coalitiols also ilcreased between 1991
and 1995. and in 1995 was significantly diflerent
in each comlparisotl sr ecusc groups. Prior fESRD
lime was significantly different for all groups
except fontudldehydecno reuse in 1991. peracetic

acid/lto reuse in 1995, and fottaldehydelglutar-
aldehyde in 1995. The percentage of woomen and
palienls with diabetes was significantly differenl
lttr all groups in both years. and, with the excep-
tiont of glutaraldehyde/peraceic acid in 1991. tie
same was rrue foe mean hietnatocnil levels.
Whernas the number of vascular access proce-

Table 1. Patlent Dlstrlbution by unit Chaeacstastinu

Pna. a ..

Heon tE-i.nav
taint Fran Pwsst F-tn noadit

last 40 5 It

ta92 41.9 65 76
1993 57.e 63 73
tna4 Me.t 64 74
t995 77.3 66 75

EBBE8N ET AL

dares in each yen was getleraly sinsilar across
moss reuse practices. thu number of blood Trans-
fusions was significantly diffcennt betweon moss
reuse groups. The difference in the number of
hospital days is perhaps the most striking ou1.
cOITe of these comoparisons. Patintas in no-euse
units in 1991 had significantly more hospital
days than those in units thut reused diulyzers. In
1995, although the number of hospital days had
decreased overall and was similar in no-reuse
and gluturaldchyda units, paticnis in no-reuse
units continued to have significantly more hospi-
tal days than those in units using fonsaldehyde
or penrcetic acid.

To analyze monality risks it fan-profit, free-
standing. and conventional units (Fg 2). we uaed
she M-2 model. adjusted for pr tlil status. atnit
designation. and membrane type. in addition to
the factor, included in theM -I nodel. Compared
wilh nnnprofit units, for-prufit units had signifi-
casntly greater sbsks from 1991 to 1993. In 1994
and 1995. however, profit stamus was no longer a
nignificunt risk factor. Freestanding unils were
associated with signilicuatly less risks than bos-
pitxl-bzrcd units in every year but 1994. These
findings have been reportei previnusly by Col-
lins et all3 Risks associated with cesnventiontal
dialysis therapies flaclualed over tirh: they were
nol different from the baseline (high-elliciency/
high-flux unils) in 1997 and 1994 but were
significantly greater in the remaining years.

Tite variable results found with tie M-2 model
led us to analyee the impaca f additiunal patient
factors of coonorbidiry. disease -everity, and he-
matoenil level on reus-cassociated outcomes. In
Fig 3. we used Oh thu basic MI asodel and the
full M-4 nodel. adjusted for the complete set of
paientt and unit factors. to calculate she relative
risk fao death for each germicide compared with
the baseline of no reuse. The M- I analysis showed
reusc germicides to be associated wilh better
nutcomes overall. Resunls fisr peraceic acid and
gluaaraldchyde vuried stver lime. whereas the
risks associated witt formaldehyde were consis-
tcty less- However, when camplete adjust'
mtcts for unit chractenistics. esmorbidity. dis-
ease severity. and hemnlacrit level were added to
the analysis, these associations dinappeuced, and
there was no significant difference in outcumes
between palienls in units that rtused dialyzet
and patienls in unit, tha, did tot.
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DISCUSSION

Ihis study pttintr out t10 vulnerahilily of all
,nalysisofreuse-ascial-d outcotsc to unit and

pIatient charactenstics and metrhrane type. l'resi-
"us stadies. rr cnnple. hav- h eured volely on
u5nits proeticing convemnfial dialysis. Whireas
looie uIus aecottuosd fior the rtaitirity of all US

dlialysis uotils at the tlme offlt, -arlier studicis Ihe
iOtllsr oif U solictil n'tttal 11t11lS. ic. those in

onhido gDeICI fh.lic 25% .ol poticles a Ae undergo-
ing highafficielocy/hliglu-.lov imtnlliteri. grew
frilol. 40.5% i 1991 M o,77.3% on 1995. Recausn
ttf Ihis hrta.-tic in-rease. oulet-tto stodirs Ao-
cttszd toll tlnventlio-tl unils can no longcr oe
viecssl as rprcscntative of the entire patient
j.vpulmttion. Wc therefore -niined hash .nIlven-

lional and ttoncvtnnetttional units in a Ios-s na,-
tional study. elintinaling the potential hios cre-
ated by the litld patient cthtnms of earlier
.nalyses.

Oar ititial leinogs thai patietots in Imeestand-
i1 attiss had a signiticantly looser tto.tality risk
thin those in hospital-based unils itt 1991. bIll
only a mnarginally stwer risk in I 995, m "sltcti
htit basic aoljostments for demtgtraphi. faetoors
uloil (tesiotnatiio. and poofit staus (Cur M- n tssolel)
vere not sufficint to explainde ttitonralily tetid,
slned it earlier sludies. itt star subsequent suru
Sin~ va nlcU we ttterefore oddest deseslttilse
cliarActeristics sIf cotiothidity. disease severity
mlnfrtuina vatsula, access pr"ocedutes. Ilood

transfu~sins; ant entrv nenod lsssspilt-l slstysl. a nd
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cncts cxenclusions drawn from studies Using icnly
the basic parameters of age. sex. race. renal
diagnosis, and basic Unit charstcerisMics (unit age
and size, water tratmnent, dialysale. germicide.
and prolit stalus). icccluditg our own calierutudy
and those by Held ei all and Feldman cl .1' We
ficund that coiorsidity, disase sevrily. otd
hemaitori level do not appear rnmdomly dismb-
uled across reuse germicidei s, tggesting that
these factors strongly influence the associatien
between gernmicidle and mortality and should be
carefully considered in asi anttlysis of gertnicide-
related outcomes.

Thin cunteni analysis contains several limila-
lions that might bc addressed in fuucre studics.
Although it is recusonhic to assume shut dialysis
therapy. a known risk factor, is also not randomly
distributed across die germicide groups, we were
unable.to include this Ilccsor in our attalysis
because reporting tcf the urea reduction ratio on
dialysis claictts did not begin unii 199S. Direct
data on nutritional status, including albuhoin lev.
els and other biochemical ctceasuremcnts, arc
currensly unavailable as well. Ifowever. we ad-
justed for disease severity, which we have previ-
ccusly shccwn to b similar in ittpaeC to autritinnal
status < and we included herucatcrric level as act
additional discase sevcrily mensure. one Scot
evalcated in previccus sledics 'If reusec-associated

ctrKloncs. Finally. because ste lengt cf ticccc
front the onstc of EiSRD influences monality, ay
prevalentt-tased study icay be affected Iy the
inclusicn of paticnis with dissimilar ESRI) expo-
surc times. AlIthtugh we adjusted for prior LSR D
time, repotms by other reseucthers of variable
results in ihcidect accd prevalent studies suggecst
tha incident-based studies should be perforcned
to confirnl our results.t "

In conclusion. the adverse ouiconses associ-
used w~ith certain cerocicides in 19s9 to Iclitt are
co lesnge apparent icc the US data, and reuse and
io-rcuse ctcotmes appear simclae alter 199. We
fixtnd that the adverse outccnceu previouslyTec

t

to prabl status were 'ccc longer pcresecct so lJ-I
atnd 199.S and that. reascu and scec-reuse outeoncu
were na signihcacltly eifercut slteaadtavcccets
were etude inc cocnscrbiditv. dhisease severity. anic
chacuejacticrsb and Ivsnatlocril levelguore care-
ful evaluation of ineiclctt patients and the: effc
of tccnmoc-iditv. disuae ses venty. hescatocrit. and.
ilcccht <bdialysis cherarse and ccutaititnal ual-lj
ia needed cc nstiirec oar Icudistes.
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SPECIAL REPORTS

Lessons From the Hemodialysis (HEMO) Study: An Improved
Measure of the Actual Hemodialysis Dose

Thomas Depner. MD, Gerald Beck. PhD, John Daugirdas, MD, John Kusek, PhD,
and Garabed Eknoyan, MD,

The Hemodilaysbs (HEMO) Study Is a muiticenter, prospective, randomized. 2 x 2 factod1al clinical trial designedto evaluate the efficacy of the dose of dialysis delivered ("standard" v"high) and dialysis membrane tlux (Iov" v
'high") In reducing the morbidity and mortality of patients. The study Is neerty half complete. Although bothpatients and investigators are blinded to the overall findings, which will not be available for another 3 years,Important data have been generated from wwhich a more accurate expression has been derIved for the dose otdialysis received by each patient In the trilL This new expression of the effectiveness of dialysis, eKt, s a tho-poolapproximation derived from the traditional single-pool KtN (spKtN) and time on dialysis. The dialysis prescription
for the HEMO Study subjects Is Individualized to achieve the target dose for each patient and is closely monitoredby measuring the more accurate and validated expression of eKtIV. Comparisons of the HEMO Study dose ofdialysis with other studies have been confused by this unique expression (eKtlV) of the dialysis dose nd adequacy
adopted for the HEMO Study. The target eKtv drse In the 'standard arm of the Study Is 105 end in the "high" armIs 1.45 per dialysis thrice weeldy. Based on date available from 426 subjects randomized to each arm, the target ot1.05 in the 'standard' dose of the HEMO Study Is equivalent to an spKtNV of 1.32 and that of the "high" dose, 1.67.
Thus, volunteers In the "standard" arm of the Study are receiving * tightiy controlled end closely monitored dose,which Is above the current national mean spKtNV, and above that of the accepted minimum standard rpKtV of 1.When completed, the HEMO Study will show whether there are merits of a tightly controlled hemodxlaysis dose thatIs consistently delivered over a prolonged period and whether a high dose Is beneficial and safe to prescribe.
0 199 by the National admey Foundaflor, Inc.

INDEX WORDS: Hemodialysis: adequacy of hemodlalysis; KtIv; HEMO Study; National Institutes of Health (NIH);National Institute of Diabetes, Digestive, and Kidney Diseases (NIDDK); clinical tral.

3 HOMAS GRAHAM (1805-1869), a physi-
cal chemist, has been dubbed the "Father

of Dialysis" for his work on the forces that
govern the diffusion of gases and the movement
of water across a semipermeable membrane. He
used thin sheets of paper impregnated with starch
as semipermeable membranes.2

The application
of the principle of diffusion to the removal of
substances from blood had to wait 50 more years
before a pharmacologist, John Abel (1857-
1938), and his associates reported in 1915 on the
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use of celloidin tubes immersed in a dialysate
bath housed in a glass jacket to dialyze rabbits
and dogs.3 It was John Abel who introduced the
term "artificial kidney."' During the following
decade, Georg Haas (1886-1971), a surgeon, first
used the artificial kidney to dialyze a human in
October of 1925.' Another 20 years were to pass
before dialysis was introduced to the clinical
arena through the pioneering work of Willem J.
Kolff (b. 1910).1 The introduction of a perma-
nent blood access device in 1960 by Belding
Scribner (b. 1920)6 allowed extension of the
procedure to sustain the life of patients with
end-stage renal disease. During the ensuing two
decades, the clinical use of dialysis evolved from
that of a life-supporting procedure for patients
with acute renal failure to a life-sustaining one
for patients with chronic renal failure, after the
terminal features of uremia were shown to re-
spond to dialysis.

With increased application of dialysis, it has
become evident that the amount of dialysis needed
for good health is greater than that necessary to
maintain life in patients with end-stage renal
disease (ESRD). It is this observation that has

lof Kidney Diseases. Vol 33. No I (Januaryl. Im:pp 142-149



534

LESSONS FROM THE HEMO STUDY 143

provided the. impetus for much of the work on
dialysis over the past three decades. The major
advances made in the science and technology of
dialysis during this period have saved the lives of
thousands of patients with ESRD. Yet, despite
this preservation of life, mortality and morbidity
have remained unacceptably high for patients
with ESRD, especially in the United States.7 The
scientific and public concern about these results
stimulated the Division of Kidney, Urologic, and
Hematologic Diseases of the National Institute
of Diabetes, Digestive and Kidney Diseases to
initiate a clinical trial (called the HEMO Study)
to evaluate the efficacy of the hemodialysis treat-
ment regimen to reduce morbidity and mortality
in hemodialysis patients.

During the protocol development phase of the
HEMO Pilot Study (October 1992 to February
1994), several interventions deserving investiga-
tion were considered, including time on dialysis,
dose of dialysis, membrane flux, and nutrition.
Because of the prohibitively large sample size
that would be required to address all of these
important variables, the interventions selected
for study were limited to the dose of dialysis and
membrane flux. The full-scale trial, launched in
March of 1995, is a randomized multicenter
clinical trial evaluating the effectiveness of the
dose of dialysis using a 2 X 2 factorial design
("standard" v "high") and membrane flux
("low" v "high").' The Study was designed to
minimize the variance of the two target Kt/V
values to help to ensure that a "no difference"
between the groups is an interpretable result that
can be easily translated into practice. The final
results of the HEMO Study are likely to have
important practical and theoretical implications
for dialysis patients and care providers. On the
practical side are the design of dialyzers, the
patient's dialysis schedule, targeted blood and
dialysate flow rates, and cost. The theoretical
implications may have profound effects on the
way dialysis is delivered in the future. At the
moment, the study is nearly half complete, and
although both investigators and patients are
blinded to the overall findings, valuable lessons
have been learned from this clinical trial. One of
these lessons is the validation of an improved
expression for quantifying hemodialysis. allow-
ing a more precise prescription that is individual-
ized to achieve the target dose for each patient.

This novel definition of the dialysis dose has
been a source of misunderstanding and of con-
cem about the actual dose of dialysis prescribed
for study participants. This report details the
background, derivation, validation, and advan-
tages of the new expression compared with the
conventional measures now in use, with particu-
lar attention to the standard arm of the HEMO
Study.

DEFINING THE DOSE OF DIALYSIS

Among the prevailing measures of dialysis,
the most exact is the effective urea clearance per
dialysis treatment, expressed as a fraction of the
volume of urea distribution in each patient. The
resulting expression of dosage, "KtIV," is truly a
clearance despite the absence of the familiar
units for clearance (mLlmin). The units of mea-
surement in the expression (K (mL/min)][t (minf
dialysis)Y(V (mL)], can be expressed as a frac-
tion of body water cleared of a given solute per
dialysis. It is more commonly expressed as just a
fraction without giving the units of measure-
ment. Fortunately, Kt/V for urea can be mea-
sured easily, primarily from the fractional fall in
blood urea nitrogen (BUN) from the start to the
precise end of dialysis, modified by volume
changes caused byultrafiltration during the course
of dialysis, and by urea generation. To maintain
precision and accuracy, the latter modifications
require an iterative mathematical modeling pro-
cess that is simple in concept but requires a
computer to calculate. The resulting value is
expressed as "spKtIV," because it is derived
from a model of urea kinetics that describes the
patient's urea volume as a perfectly equilibrated
single pool (sp). This assumption is incorrect; as
shown in Fig 1 a disequilibrium in urea concen-
tration develops during hemodialysis with lower
urea concentrations in the blood compartment
compared with peripheral compartments such as
muscle, skin, and the intracellular environment.
Because the dialyzer removes urea only from the
blood, the concentration seen by the dialyzer is
lower than the overall average urea concentra-
tion in the total body water. As a result, the
efficiency of dialysis is less than that predicted
by the single-pool model. Mathematically, the
dialyzer clearance term (K), in the expression for
single-pool Kt/V, overestimates the average
"whole body" clearance. Consequently, single-
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Fig 1. Blood urea concentrations (BUN) measured
during and Immediately after dialysis In a single pa-
tient. The greater fail In BUN during dialysis and the
rebound after dialysis results from urea disequilibrium
within the patient. Disequilibrium Is caused by differ-
ences In blood flow and a delay In diffusion of urea
among body compartments. C,, = BUN before dialy-
sis, C,,., = BUN Immediately after dialysis, C., = BUN
30 minutes after the end of dialysis, adjusted C, = C.,
after subtracting the effect of urea generation for 30
minutes.

pool Kt/V overestimates the actual dose of dialy-
sis received by the patient.

It is important to emphasize that although the
delivered dialyzer clearance is usually accurate
when measured using the predialysis and imme-
diate postdialysis BUN, delayed diffusion of
urea from the peripheral compartments of the
patient (urea disequilibrium) reduces the actual
delivery of urea to the dialyzer. This reduced
delivery of urea does not lower the dialyzer
clearance but reduces the urea concentration at
the dialysis membrane relative to the total body
urea pool. Hence, the urea gradient and therefore
the rate of urea diffusion is reduced, and the
actual amount of urea removed from the patient
is less than it would be in the absence of disequi-
librium. As a result, the overall effectiveness of
delivered dialysis falls below that predicted by
the single-pool model (Fig I).

It is this flaw of spKtIV. as an expression of the
effectiveness of hemodialysis, that led the HEMO
Study investigators to adopt a measure of the
effective patient clearance of urea (eKtV) during
dialysis that corrects for disequilibrium by using
tlte equilibrated level of urea concentration. Like

OEPNER ET AL

spKt/V. this expression is also a measure of the
fractional clearance of urea per dialysis, but the
clearance is no longer that of the dialyzer. The
"K" term in the expression "eKt/V- is often
termed the "patient clearance," because it repre-
sents the effective clearance of urea after equili-
bration is taken into account. Because urea equili-
brates completely throughout the body, usually
within an hour after completion of dialysis,"O the
actual benefit of dialysis to the patiett is better
measured from the equilibrated rather than the
immediate postdialysis BUN. To measure eKtIV
conventionally, one must measure or estimate
the equilibrated postdialysis urea concentration
(Ceq). Once Ceq is determined, eKtfV is calcu-
lated in the same way as spKtN except that Ceq
is substituted for the immediate postdialysis BUN
in the calculation.

MEASUREMENT OF eKtN

Unfortunately, measuring Ceq is impractical
because of the added time required of the patient
and of the staff to obtain the I -hour postdialysis
blood sample. The resulting inconvenience and
attendant cost are difficult to justify. To resolve
this problem, a concerted effort was made during
the pilot phase of the HEMO Study to circum-
vent the requirement for actually measuring Ceq
from a l-hour postdialysis BUN. Alternative
methods that were studied and compared in-
cluded measurement of dialysate urea losses,"' 2

measurement of additional single or multiple
BUN levels during the course of treatment,' 3

and
a simple linear formula for estimating eKtIV
from the rate of urea removal during dialysis
(rate method). Results of these alternative meth-
ods were compared with the tre Ceq and eKtfV
determined from a blood sample taken at 30
minutes postdialysis.'" In addition to providing
comparative data, these efforts validated a simple
linear equation based on the fractional rate of
urea removal'I:

eKt/V = spKtN - 0.60(KN) + 0.03 (I)

where KJV is expressed in hours-'. This equation,
which had been derived independently of the
HEMO Study.'5 shows that for tile same spKtIV,
eKt/V will decrease as the intensity of dialysis
(K/V) increases and the time on dialysis is short-
cned. When applied to the data collected during
Ilse pilot phase of the HEMO Study, cKt/V calcu-
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lated from Equation I matched the true value of
eKt/V, determined from the measured Ceq, at
least as well as any of the other methods requir-
ing multiple BUN measurements. This close
match with the true eKtlV validated the accuracy
of equation I and justified its adoption for the
HEMO Study.' 6

The physiological implications of equation I
are that urea rebound and therefore urea disequi-
librium are predictable and that the major deter-
minant of urea disequilibrium is K/V, the inten-
sity of dialysis. A practical advantage of equation
I is that no additional samples of blood or
dialysate are necessary. This eliminated the incon-
venience to patients and the cost to dialysis
facilities otherwise incurred in attempts to accu-
rately measure urea clearance during dialysis.
Another advantage of deriving eKtIV using equa-
tion I is that spKtfV must be calculated; spKtIV
is the initial measure of dialysis dose, and eKt/V
is derived from it. This allows a comparison of
the current single-pool standard (spKtIV) with
the more accurate dose based on the patient
clearance and equilibrated urea concentrations
(eKt/V). It should be emphasized that the monthly
measurement of dialysis dosage obtained in each
HEMO Study subject is the standard spKt/V
derived from the predialysis and postdialysis
BUN. The difference is in how the patient is
managed from that point forward in light of a
better appreciation of the physiology of urea
removed during dialysis. This is the rationale for
the adoption of eKtfV as the targeted standard for
HEMO Study patients, an improved and more
accurate measure of dialysis rather than the per-
petuation of the more limited spKt[V.

The HEMO Study compares a standard dose
of delivered dialysis (eKtfV) of 1.05 per treat-
ment with a higher dose of 1.45 per treatment
delivered three times per week. The dialysis dose
for each patient is based on a set of prescriptions
provided by the Data Coordinating Center (DCC)
aimed at setting a high urea clearance (K), and
varying time on dialysis (t) to achieve the target
for each patient. Time is constrained only at its
low end, to a minimum of 2.5 hours. Adjust-
ments of dialyzer surface area and blood and
dialysate flow rates are recommended by the
DCC according to the size of the patient (V) for
each prescription.

THE 'STANDARD' ARM OF THE HEMO STUDY

The standard dose of dialysis was of most
concern to the investigators of the HEMO Study
and members of the External Advisory Commit-
tee (EAC). This dose of dialysis was chosen to
reflect what was and continues to be the current
standard, agreed on by most of the professional
and voluntary renal organizations, based on both
evidence and judgment. The standard adopted by
the National Institutes of Health, the Renal Phy-
sician's Association, and the National Kidney
Foundation-Dialysis Outcomes Quality Initiative
(NKF-DOQI), is a minimum spKt/V of 1.2/
dialysis thrice weekly."'-

9
This level is well

above the dose that has been shown to be un-
equivocally substandard9

70 and is above the dose
delivered to most dialysis patients. 2

'
The average spKtfV achieved in most dialysis

centers has increased gradually and is now over
1.2 per treatment, due at least in part to the
national recommendations just mentioned. This
increase in the average dialysis dose observed in
the United States has resulted in several observa-
tional studies comparing the outcomes in pa-
tients receiving "higher" dialysis doses with
those of patients receiving "lower" doses. 1

-23
Unfortunately, such uncontrolled studies cannot
conclude that a higher Kt/V is beneficial because
of a phenomenon known as "the error of the
mean."?' Figure 2 shows this error in interpreta-

vK tfep, dialys. Sflw,3reki

Fig2. lltustration of the phenomenon of the eror of
the mean. In a random cross section of patients, even
If no additional benefit Is achieved by Increasing eKtNV
above 1.00 per dialysis, the group mortality wilt de-
crease when Ihe mean eKtIV Is shifted upward from 1.0
to 1.4. The reason for this Improvement In mortality Is
tilustraled here, Patients In the lower hail of Ihe bell-
shaped distribution curve are at risk for higher mortal-
Ity. When the mean for the entire group shifts to 1.4.
these patients escape the risk.
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tion of the data by illustrating a hypothetical
distribution of eKtN values. As the average
eKtfV increases, the proportion of patients fall-
ing within the substandard region decreases, giv-
ing a false impression that the higher dose is
beneficial. The available evidence for a benefit
from a limitless increase of hemodialysis dose is
controversial. Larger studies such as the United
States Renal Data System (USRDS) case mix
mortality study show little or no benefit."' Con-
versely, smaller studies suggest some benefit.n22
Unfortunately, none of these studies are random-
ized, all rely on incomplete historical data, and
comparative information is derived from a pro-
gressive and sequential improvement in the aver-
age spKtfV. Furthermore, the methodology, and
therefore the accuracy, of KtfV measurements
reported in the literature is variable, and a valid
comparison of results is not possible.n4-25 In fact,
careful examination and statistical analyses of
reports suggesting continued benefit from in-
creased dialysis doses have questioned the valid-
ity of the conclusions derived in those reports.24
Additionally, in deriving conclusions from uncon-
trolled and nonrandomized studies, consider-
ation must be given to patients with higher mor-
bidity who are more difficult to dialyze and
consequently achieve a lower KtfV. For example,
seriously ill and terminal patients may have a
higher incidence of failing access devices and
require more central catheters that impose limita-
tions on the amount of dialysis delivered. In
addition, the contribution of residual renal func-
tion is not considered in any of the published
reports. Whether a higher dose of dialysis is
beneficial and safe for hemodialysis patients can
be answered only by a carefully designed and
conducted randomized clinical trial (Fig 2).

Randomized clinical trials represent a major
advance over the historically time-honored
method of judging new treatments by trial and
error. The methodology derives from principles
developed for agricultural research that include
calculations to allow for variability in results
attributed to chance alone. The current model for
these studies, molded over the past several de-
cades, is considered the gold standard for testing
medical treatments. This lofty status notwith-
standing, randomized clinical trials do have limi-
tations, not the least of which are the restraints
necessary to limit risk to the subjects drafted into

a study. This is the major reason that clinical
trials must be monitored by an external body and
require the understanding and support of the
public and the profession. Patients who unself-
ishly choose to subject themselves to the risks of
any therapeutic trial deserve responsible supervi-
sion and understanding support from their com-
munity. Otherwise, it is relatively easy to under-
mine this type of project by using intimidation
tactics.26

The volunteers for the HEMO Study are pro-
tected by an independent EAC that monitors the
outcome of randomization, because the investiga-
tors are blinded to these outcomes. In addition,
constant feedback from the DCC ensures that
individual patients do not stray too far from their
prescribed doses from month to month.

ENSURING SAFETY OF THE STANDARD
KW INTERVENTiON

If the current recommended minimum spKt/V
of 1.2/dialysis, three times per week is accepted
as a de facto, albeit soft, standard, how are
patients who are randomized to the lower dose
arm of the HEMO Study protected from underdi-
alysis? The targeted dose is an eKtIV of 1.05 per
dialysis. Equation I indicates that if spKtNV is
constant, eKtfV decreases when the intensity of
dialysis (K/V) increases. For this to happen, the
time on dialysis must shorten. The reduction in
eKt/V as time is shortened is intuitively predict-
able because disequilibrium is more pronounced
and dialysis is less efficient when the same dose,
expressed as total dialyzer clearance (spKtfV), is
given over a shorter interval. Because K/V =
(spKtfV)/t, a rearrangement of equation I will
give:

spKt/V = (eKtfV - 0.03Y(I - 0.60/t) (2)

Equation 2 shows that an eKtIV of 1.05/dialysis
translates to different values of spKt/V depend-
ing on dialysis time. Examples of the relation-
ship, derived from equation 2, between patient
clearance (eKt/V) and dialyzer clearance (spKt/
V), as time on dialysis increases, are shown in
Table I. It can be seen that for the target eKt/V of
1.05 the corresponding spKt/V falls below the
minimum only for patients dialyzed for 4.5 hours
or longer. Because prolonging dialysis at the
same spKI/V improves its efficiency, eKtfV bet-
ter reflects the true dialysis dose. For HEMO
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Table 1. Values for spKtfV Calculated From eKt/V
and Dialysis Time Using Equation 2

eKtV
Dialysa Thee

(hr) 1.00 1.05 1.45

2.0 1.39 1.46 2.03
2.5 1.28 1.34 1.87
3.0 1.21 1.28 1.78
3.5 1.17 1.23 1.71
4.0 1.14 1.20 1.67
4.5 1.12 1.18 1.84
5.0 1.10 1.16 1.61

NOTE. Bolh values for KIV are expressed as a trac-
tional clearance per dialysis 3X/week.

Study patients, the mean difference between
spKttV and eKtIV in the standard arm was 0.23 +
0.04 and in the high dose arm was 0.25 ± 0.04.

As noted above, the initial measure of dialysis
dose in the HEMO Study is the single-pool KtfV
(spKtN) from which eKtiV is derived using
equation 1. Because spKt/V is calculated, the
mean spKtNV is precisely known for all patients
enrolled in the study. The mean spKt/V, after 2
years of recruitment, in 426 patients randomized
to the standard KtIV arm was 1.32 per dialysis,
as shown in Fig 3, which compares the distribu-
tion of the mean spKt/V values of the patients in
the two dialysis dose arms of the HEMO Study
with that of the values obtained in the Phase I
prevalence study conducted by the USRDS in
1993. The curve for the standard Kt/V arm of the
HEMO Study patients skewed slightly to the
right so that less than 4% fell below the mini-
mum spKtfV of 1.20. This very narrow range
reflects the concerted efforts of the HEMO Study
investigators to maintain the statistical power of
the study by separating and tightly controlling
the two randomized dialysis dose prescriptions.
The mean spKtfV is well above the current
recommended minimum standard and above that
currently achieved in most dialysis centers in the
United States. It should be noted that the USRDS
data shown in Fig 3 represent that of the most
recently available national sample of prevalent
dialysis patients in whom spKTN is measured.
Data from the Health Care Financing Agency
indicate that between 1993 and 1995 mean urea
reduction ratio (URR) has increased from ap-
proximately 63% to 66%. This change corre-
sponds to an increase in mean spKtJV of approxi-

mately 0.1 units. However, because of the much
lower variability of spKtN in the standard arm
of the HEMO Study, the proportion of the Study
subjects whose dialysis dose falls by chance
below 1.2 per treatment is significantly lower
(4%). These interim data indicate that the dose of
dialysis delivered in the standard KtN arm of the
HEMO Study is tightly controlled, and provides
evidence that HEMO Study patients are well
protected from underdialysis based on current
criteria for hemodialysis adequacy.

URR AS A MEASURE OF DIALYSIS DOSE

The URR, defined as the decrease in BUN
divided by the predialysis BUN, includes the
most significant factor that determtines KtN, the
ratio of postdialysis to predialysis BUN, and has
been used as a simplified measure of the dialysis
dose. The mean value for URR in the 426 HEMO
patients randomized to the standard dialysis dose
was 67%. Although highly correlated with KtN
in population studies, URR fails to reflect the
actual dose received by an individual patient

A~w,. SiagI Poo ISV

Fig 3. Distribution of delivered single pool KN for
patients In the standard arm (middle curve) and In the
high arm (right curve) of the HEMO Study who were
followed-upformore than 4 months through May1997.
Data from the 1993 US Renal Data System (USRDS)
case mix mortality study (left curve) ar Included for
comparison. In each study, the analyses were re-
stricted to patients with tou.r or more measurements of
KIN to reduce the effect of measurement error. To
produce the distributions In this figure, all available
single-pool KIN measurements were first averaged for
each patient. A nonparametric density estimation pro-
cedure with normal kernals was then used to describe
the distributions of the mean single-pool KIN values.
For the UISRDS data, 51.3% had KtIV values less than
1.2. In the HEMO Study, only 4% In the standard arm
and none In the high arm Intl below the 1.2 spKtIV
minimum.
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Fig 4. For a single patient, URR can vary despite
constant values of KiV. The different values for URR
result mostly from differences In weight gain between
and requisite weight loss (AWQ) during hemodialyses.

because of variable amounts of fluid lost during
dialysis which generally depends on that gained
between dialyses (Fig 4). As a consequence of
ultrafiltration during dialysis, it is possible for a
patient to receive adequate treatment when the
URR is below standard or, conversely, to receive
inadequate treatment when the URR is above
standard. Furthermore, URR, in contrast to KtNV
does not provide a measure of protein catabolism
and offers no logical method for correcting a
prescription that is inadequate. For these reasons,
URR. which is calculated in the HEMO Study, is
not used as a standard for dialysis. Similar recom-
mendations favoring KtfV in preference to URR
were recently made by the NKF-DOQI Hemodi-
alysis Adequacy Work Group. 19

ETHICAL ISSUES IN THE HEMO STUDY

Because there are risks associated with all
clinical trials, fully informed consent is required
from all study participants. Volunteering for a
therapeutic trial is a noble, unselfish, and altruis-
tic act that can place a volunteer at personal risk
for the greater benefit of mankind. Ironically, for
the HEMO trial, it is not the lower but the higher
dose of dialysis that reoresents the unproven
therapy and therefore presents a potential risk to
the patient. Although uncontrolled evidence sug-
gests that this is not the case. the conceptual
scientific argument remains valid until unequivo-
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cal evidence is provided. The HEMO Study was
designed to examine both the safety and the
efficacy of the higher dialysis dose compared
with an acceptable dose reflecting the current
standard of care. The limited data presented in
this preliminary report show that the latter goal
has been achieved; the standard KirV arm is well
within the standard of practice and above the
accepted minimum. As in all clinical trials, if
differences in outcome are found between the
two arms of the study, then in retrospect the arm
of the study with a poorer outcome would be
considered relatively "more harmful." The an-
swer to the question must await completion of
the clinical trial. To assume that answers to the
questions posed by the HEMO Study are known
without testing them puts all dialysis patients at
risk. There is no substitute for a randomized
clinical trial to answer these vital questions.
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End-stage renal disease (ESRD) and its treatment
are among the critical and growing health-care is-
sues in the United States. Despite advances in the
prevention and management of renal disease, the
annual growth rate of the ESRD population aver-
aged 10% between 1986 and 1989 (1). The mode of
renal replacement therapy for the majority of these
patients has been hemodialysis. With the increasing
number of patients, the cumulative cost of this life-
saving therapy has become staggering. However,
the human cost of morbidity and mortality tran-
scends the dollar cost of the delivery of treatment.
Mortality rates among dialysis patients in the U.S.
are the highest in the developed world (2). Several
factors, implicated as causes of this rise in mortal-
ity, need to be prospectively examined and charac-
terized. These variables include patient-related fac-
tors (age, race, gender, comorbidity, nutritional sta-
tus, etc.) and treatment-related variables (dialysis
dose, membrane type, etc).

Treatment-related variables, especially the dose
of dialysis, are particularly important as they
strongly influence survival and can be manipulated.
In fact, it has been questioned whether the high
mortality rate in the U.S. reflects inadequacy in the
amount of dialysis prescribed and actually deliv-
ered. Data on adequacy of dialysis can be inferred
from the results of the National Cooperative Dialy-
sis Study (NCDS). The NCDS, although limited by
the exclusion of patients with high levels of comor-
bid conditions, defined a dose of dialysis below
which adverse events frequently occurred (3). This
minimum dose was subsequently defined as a Kt/V
for urea of 1.0 (where K is the clearance of urea by
the dialyzer. t is the dialysis session length or time.
and V is the volume of distribution of urea). Fur-
ther analysis of the results of the NCDS suggested
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that there is a continuous relationship be-
tween Kr/V and patient outcome, rather than a
"step-function" with a specific level of KtrV be-
yond which no further improvement in outcome is
observed (4).

There is also other evidence to suggest that as the
dose of dialysis is increased, at least to a certain
poorly defined point, there is a continuous reduc-
tion in death rate. Recent retrospective studies
demonstrate that survival continues to improve as
KtrV increases beyond 1.0 (5-7). Indeed, longer
survival of hemodialysis patients has been reported
to be associated with Kt/V ranging from 1.6-1.9 (8).
As a result, several professional organizations and a
consensus panel have established a minimum re-
quired dialysis dose (9). The recommended mini-
mum KtrV of 1.2 translates approximately into a
urea reduction ratio (URR, defined as pre BUN-
post BUN/pre BUN) of about 0.65. Although many
dialysis units in the U.S. have targeted these higher
KtrV and URR levels, data from the United States
Renal Data System (USRDS) shows that in 50% of
the population the delivered KtrV remains less than
1.1 (10). These guidelines and the resulting change
in dialysis practice are indicative of the empiricism
that has characterized the evolution of dialysis ther-
apy. It is unlikely that higher amounts of dialysis
beyond those levels will be given routinely until the
benefits are established more convincingly.

The use of Kr/V for urea to define the dose of
dialysis is based on the assumption that urea (mo-
lecular weight 60 daltons) can be used as an index
for low molecular weight substances that contribute
to mortality and morbidity. The recent introduction
of new membranes with greater permeability to
large molecules (i.e., 5,000-40.000 daltons) has led
to an increasing awareness of their possible contri-
bution to mortality and morbidity of hemodialysis.
However, the benefit of removing large molecules
has not been evaluated in a prospective study where
dose (removal of small molecules) is controlled. In
addition, these newer membranes differ in their
composition. biocompatibility, and cost. Presently,
there is no consensus on the indications for the use
of these newer membranes.
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The continuing growth of tih. ESRU *opulatiui,.-

the high cost of treatment, and the poor outcomes
of renal replacement therapy, as judged by high
mortality and morbidity among hemodialysis pa-
tients, set the stage for a prospective clinical trial
that would establish an optimal dose of dialysis for
removal of both low and high molecular weight sub-
stances.

The HemodlilysIs (HEMO) Study

Background

The Hemodialysis (HEMO) Study, the beginning
of the full-scale phase of the multicenter clinical
trial, firmly reestablishes government-supported
biomedical research for ESRD. From the mid-1960s
to the early 1980s. the National Institutes of Health
(NIH) supported a number of the significant medi-
cal advances made in the treatment of patients with
ESRD. most notably continued development of the
artificial kidney (I1) and the NCDS (3). Shortly af-
ter publication of the results of the NCDS, NIH
support for research in ESRD decreased substan-
tially until there was no organized government-
supported effort to address the medical problems of
hemodialysis patients. Based in part on data from
the USRDS, which revealed the unacceptably high
mortality rate among hemodialysis patients, the
NIH in concert with representatives of the Ameri-
can Society of Nephrology, the Renal Physicians
Association, the National Kidney Foundation, and
the American Nephrology Nurses' Association,
conducted workshops in 1991 and 1992 to better
define research priorities for ESRD patients (12). Of
highest priority was the need to determine whether
a greater than usual dose of delivered hemodialysis
could significantly decrease the mortality and mor-
bidity experienced by patients undergoing this life-
sustaining procedure. In 1991 this prompted the
NIH to issue a Request for Applications (RFA) for
pilot clinical centers and a data coordinating center
to develop the protocol and test the feasibility of a
clinical trial that would reduce mortality and mor-
bidity in hemodialysis patients. The pilot study.
then known as the Mortality and Morbidity in He-
modialysis (MMHD) Study, was initiated during the
summer of 1993 and preliminary results of that
phase of the trial have been reported (13, 14). In
December 1993. a second RFA was released to ex-
pand the trial into a full-scale phase. Fifteen clinical
centers and a data coordinating center were se-
lected to participate in the full-scale trial (Table 1).
The pilot protocol was reexamined in the fall of
1994 and the full-scale protocol was completed by
the end of that year. After review and approval by
an External Advisory Committee (consisting of ex-
perts in nephrology and biostatistics) early in 1995.
recruitment began on March 20. 1995 with follow-
up scheduled through March 2001.

Given that a fixed budget was available from the
NIH to support the HEMO Study, both the pilot
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TABLE 1. Clinical c-nt"rs and centrai factities p"Cicipatihg in
the pilot and as-malte phases or the HEMO study

Center 0
Pilot study

Center I

Center 2

Center 3

Name of Center

Center 4

Full-scale study
Center I

Center 2

Center 3

Center 4

Center 5

Center 6

Center 7

Center s

Center 9

Center to

Center 11

Center 12

Center 13

Center 14

Center t5

Beth IsAel Medical Center
New York. New York

Harbor-UCLA Medical Center
Los Angeles. California

New England Medical Center
Boston, Massachusetts

Vanderbilt University Medical Center
Nashville, Tennessee

Beth Israel Medical Center
New York. New York

Bowman Gray School of Medicine
Winston Salem, North Carolina

Brigham and women's Hospital
Roxbury, Massachusetts

Duke UniveNsity
Durham. Nonth Carolina

Emory University Hospital
Atlanta. Georgia

Lankenas Hospital and Medical
Research Center
Wynnewood. Pennsylvania

New England Medical Center
Boston. Massachusetts

University of Alabama at tirmingham
Birmingham. Alabama

University of California. Davis
Sacramento. California

Unversity of Wilnois
Chicago. Illinois

University of Rochester
Rochester, New York

Univenity of Texas Southwestern
Medical Center
Dallas, Texas

University of Utah
Salt Lake City. Utah

Vanderbilt University Medical Center
Nashville. Tennessee

Washington University
St. Louis. Missouri

Dats Coordiatint Center for the Pilot and Foll-Scale Studies: The
Cleveland Clinic Foundaio. Cltevelnd. Ohio

Chair, Stering Cosemine foe the Pilot a d Full-Scal Stdies, Baytor
Coeun1, of Medicine. Houston. Trans

and full-scale trial investigators were required to
make difficult choices concerning the number and
type of interventions to be implemented. Initially.
several interventions were considered, including
dose.of dialysis, dialysis time, nutrition, membrane
flux and membrane biocompatibility. The scientific
justification of each of the proposed interventions
was vigorously debated during frequent meetings of
the Steering and Planning Committee. Ultimately, it
became necessary to prioritize the importance of
these factors based on likelihood of their improving
the survival of hemodialysis patients and whether
they could be implemented within the financial re-
sources allocated. In the pilot study, dose of dialy-
sis (as measured by equilibrated or eKtIV that ac-
counts for post-dialysis urea rebound), membrane
flux and biocompatibility were tested as interven-
tions in a small number of patients. In the full-scale
trial, the minimum recommended dose of dialysis
will be compared to a higher dose; and the effect of
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other comorbid conditions. svi .. a!hur.';c. and se-
rum creatinine. These variables have been explic-
itly modeled in the power estimates discussed.
Other variables that will be assessed include: cause
of renal disease, health status, socio-economic as-
pects, prior peritoneal dialysis or renal transplanta-
tion, status awaiting transplantation, treatment with
angiotensin converting enzyme inhibitors (ACEI)
or 1-blockers, treatment with erythropoietin, com-
plications during dialysis, blood pressure control,
and fluid removal during dialysis.

Justificalion of Urea as the Low Molecular
Weight Solute

At present the quantification and prescription of
hemodialysis is based on measures of urea removal.
Urea is only a "mild" uremic toxin, in that elevated
plasma levels of urea per se have been reported to
cause no detectable clinical effects (15). However,
urea is a surrogate for other water soluble, poorly
protein-bound compounds of low molecular weight
which do accumulate in renal failure and are known
to exert toxic effects. Most published studies of di-
alysis adequacy have used KtsV as the measure of
urea removal (16). The URR has been suggested,
but not proven, as an alternate and equally reliable
indicator of the adequacy of dialysis measurement
(17). However, the relationship between Kt/V and
URR is exponential, with large increases in KtsV
above 1.5 resulting in only small increases in URR.
For example, increasing the Kt/V from 1.5 to 2.0
would be associated with an increase in the URR
from 73% to only 82%. The URR is therefore less
sensitive to changes in dose than is Ks/V. Thus, if
levels of Kt/V above 1.5 do provide additional clin-
ical benefit, it is logical to surmise that the benefi-
cial effect is due to removal of low molecular weight
solutes other than urea. The widespread availability
of high efficiency dialyzers offer the possibility of
providing even higher Kt/V levels with conven-
tional dialysis times of 3-4.5 hours per treatment.

In the HEMO Study, the target eKt/V for the
standard therapy group will be 1.0 with a compli-
ance range of 0.9-1.1. Because the trial primarily
uses high efficiency dialyzers. the average K/V will
be about 0.4, and AKt/V (difference between equil-
ibrated and single-pool Kt/V) will be (0.6 x 0.4) -
0.03 = 0.21 Kt/V units (18). Thus, it is anticipated
that the mean single-pool Kt/V in the usual Kt/V
group will be about 1.2, which is the level recom-
mended by the recent consensus recommendations.
For the high Kt/V group, the target eKt/V is 1.4.
with a compliance range of 1.3-1.5. Again, because.
the average K/V will be about 0.4. and therefore the
AKt/V will be about 0.21 the single-pool Kt/V for
the high Kt/V group will average about 1.6. This
value is appropriate because it is substantially
higher than is currently achieved in practice. The
Pilot Study demonstrated that an eKt/V of 1.4 could
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be achieved in s4.5 hours in patients ,x ih urea di,-
tribution volumes of up to 47 liters (13. 14).

Jushficolion of 132-Microglobulin as Ihe Middle
Molecular Weight Solute

Whereas urea removal is now the accepted stan-
dard for quantification of dialysis. there is evidence
that removal of solutes having larger molecular
weight may also be important. Since the normal kid-
ney clears substances with molecular weights up to
60,000 daltons, it is possible that removal of large
molecular weight substances by dialysis may be
beneficial. Currently available dialyzer membranes
with comparable ability to remove urea vary to a
very great extent in their ability to remove large
molecular weight substances. e.g., in the 5,000-
40,000 dalton range. Preliminary evidence suggests
that use of membranes which remove large molec-
ular weight substances may be of some clinical ben-
efit (19-22). On the other hand, it is possible that
increased removal of amino acids and larger molec-
ular weight solutes might be detrimental. In addi-
tion, the use of membranes with high permeability
may increase the transfer of bacterial proteins and
other noxious byproducts in the dialysate to the pa-
tient, with potentially deleterious side effects.

Although the spectrum of uremic toxins, both
small and large, remains largely undefined, P.-
microglobulin has emerged as a marker for the eval-
uation of large molecular solute accumulation and
removal during dialysis. With a molecular weight of
11,900 daltons, 132-microglobulin is removed to a
negligible extent by so-called "low flux" mem-
branes; however, reductions of up to 40%o in circu-
lating 02-microglobulin levels can be achieved dur-
ing dialysis using a high flux membrane.

The specific choice of 02-microglobulin as a sur-
rogate large uremic toxin is valid for several rea-
sons. First as the important precursor molecule
linked to dialysis-associated amyloid syndrome, 13,-
microglobulin is a clinically relevant large molecu-
lar weight uremic toxin. Second, reliable assays are
available for the rapid determination of serum 13-
microglobulin concentrations. Third, rigorous ki-
netic models accounting for the dialytic removal,
generation, and intercompartmental transfer of 132-
microglobulin can be developed. Finally, because
the removal of 132-microglobulin by high flux mem-
branes occurs by a combination of diffusion, con-
vection, and adsorption, it is generally a dependable
representative of large molecular weight proteins.
The complexity associated with characterizing large
molecular weight protein removal has led to the use
of the percent reduction or whole body clearance of
the serum 132-microglobulin concentration as a
method of estimating 13,-microglobulin removal dur-'
ing a dialysis session, with the clear understanding
that extensive post-dialysis rebound of 132-micro-
globulin may occur.
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- 7;: F 2. T-egee Vermi (mooleel {or usual and high
eqoilibroted Kt/V tools

Volume Usoal Kt/V High Kt/V

24-26 i50 158-176
26-28 150 167-187
28-30 150-151 177-198
30-32 150-159 187-209
32-34 150-167 196-221
34-36 157-175 206-232
36-38 163-183 216-243
38-40 170-191 226-254
40-42 177-199 235-265
42-44 184-206 245-276'
44-46 191-214 255-288'
46-48 198-222 264-299'
48-50 205-230 274'-310-
50-52 212-238 284'-321'

* Reqired time above the Upper 4V' hoors dialysis time emit.

require treatment with either low blood flow rates
or low-efficiency dialyzers, which represent a de-
parture from current practice. Thus, if no difference
in survival emerged between the usual and high
KVN groups, the study would not answer the clin-
ically relevant question: Can high efficiency dialyz-
ers be used to maintain usual Kt[V while shortening
dialysis time? In addition, this strategy confounded
blood flow rate and dialyzer size with dialysis dose
which could lead to unanticipated differences be-
tween the usual and high KtIV groups. Finally, pa-
tients randomized to the usual KtIV groups would
be deprived of a potential benefit, namely a shorter
dialysis time.

For these reasons, in the Full-Scale Study, it was
decided to dialyze patients in the usual group for a
shorter time than patients in the high KtN group.
To standardize the difference in time between the
KtIV groups, high-efficiency dialyzers will be em-
ployed for both KIV groups, thus maximizing K/V.
The shortest dialysis treatment time required to
achieve the KtN goal will be prescribed in both
KtN groups, with a minimum session length of 2.5
hours, unless limitations are present due to inability
to achieve target blood flow, ultrafiltration, dry
weight or normal blood pressure. A maximum time
of 4.5 hours has been adopted to conform to usual
procedure in most dialysis units. Target times for
the usual and high KtIN groups are shown in Table
2. The selected target time ranges correspond to the
dialysis session length required to achieve the re-
quired KtIV using a blood flow rate of 400-500 ml/
min, a dialysate flow rate of 800 mlmin, and a dia-
lyzer mass-transfer area coefficient of 800 m/min.

This strategy deliberately confounds time and Kt/
V. Thus, at the conclusion of the study, if the higher
Kr/V group has a better outcome, it will not be cer-
tain whether the benefit is due to a higher dose or a
longer dialysis time. Although not ideal from an an-
alytical point of view, this answers the most clini-
cally relevant questions. To achieve the beneficial
effect observed in the high Kt/V group, it would be
necessary to utilize both high-efficiency dialyzers
and longer time. On the other hand, if there is no
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beneficial effect of the higher KIV, high-efficiency
dialyzers and shorter times could be safely used.

Dialyzer Reuse

Reuse and Optimal Dialysis

Reuse of the artificial kidney has been employed
in some fashion as long as patients have been
treated for chronic renal failure with hemodialysis.
In the United States, the majority of hemodialysis
centers have programs in place for reprocessing of
dialyzers. In 1993, more than 70% of centers re-
ported that they reused disposable dialyzers. Ap-
proximately 50% of the centers use formaldehyde
or glutaraldehyde and 50% use a mixture of perace-
tic acid-hydrogen peroxide (Renalin) as the sterilant
(27). In units where formaldehyde or glutaraldehyde
are used, bleach is used in over half of them. Bleach
is not routinely used with Renalin, however, as re-
sidual bleach may inactivate Renalin. Reuse chem-
icals affect many aspects of the hemodialyzer that
may be related to optimal dialysis, including small
and large molecule clearance and biocompatibility.
In the future, heat sterilization without chemical
disinfectants may become an option for dialyzers
composed of polysulfone.

The impact of reuse on urea clearance has been
found to be small and acceptable as long as dialyzer
fiber bundle volume is regularly measured and dia-
lyzers with more than a 20% fall in fiber bundle
volume are discarded (28, 29). There is no informa-
tion suggesting that use of certain reuse chemicals
or sterilants is particularly beneficial or harmful
with regard to maintenance of dialyzer urea clear-
ance. There remains the possibility of idiosyncratic
decreases in urea clearance due to insufficient hep-
arinization, for example, dialysate channeling with
certain lots of dialyzers, or other technical prob-
lems.

Reuse also affects the clearance of larger mole-
cules, such as R2-microglobulin. For example, after
about 10 reuses with reprocessing methods that in-
clude bleach, there are marked increases in ultrafil-
tration, 02-microglobulin clearance, and protein
leakage through polysulfone membranes (30). Re-
use with Renalin, without bleach, causes a slight to
moderate diminution of p2-microglobulin clearance
through PMMA and AN69 membranes and de-
creased adsorption of p2-microglobulin to AN69
membranes (31). In contrast, 032 -microglobulin
clearance through reused polysulfone membranes
reprocessed with Renalin does not appear in some
studies to change with the number of reuses (32). In
membranes that show a decrease in p,-micro-
globulin clearance with reuse, the postulated mech-
anism is decreased adsorption and/or sieving due to
protein deposition on the membrane surface.

Finally, reuse impacts on the biocompatibility of
membranes. When cuprophane membranes are re-
processed with formaldehyde. glutaraldehyde, or
Renalin without bleach, biocompatibility (defined
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maintain a protein and energy intake of -1.0 g/kgl
day and 228 kcalkg/day, respectively. At baseline.
anthropometry, 2-day food record recalls, appetite
assessment and diet satisfaction will be recorded
and patient demographics, socioeconomic status
and comorbidity will be fully described. During fol-
low-up, changes in weight and biochemical param-
eters, such as albumin and PCR. will be tracked. In
the event of weight loss or declining serum albumin,
the HEMO Study dietitian will work with the dial-
ysis unit dietitian to augment the patient's protein
and energy intake using oral and/or intradialytic
supplements. These nutritional "action items" are
defined as follows: decrease in serum albumin of
;0.3 g/dL from the baseline level to a value %3.9
g/dL; and undesired weight loss of 2.5 kg or 5% of
post dialysis body weight during any time of follow-
up. Secondary analysis of the data will allow a num-
ber of the questions fisted above to be answered.
The trends determined by the HEMO Study should
help frame new questions to investigate in future
prospective studies.

Cardiovascular Disease

Cardiovascular Disease and Optimal Dialysis

Comorbid conditions, not uremia, cause most
deaths in hemodialysis patients. Indeed, heart dis-
eaae (myocardial infarction, congestive heart failure
and sudden death) accounts for 30 to 50%0o of deaths
reported in various series (38-40). The high preva-
lence of heart disease among patients initiating he-
modialysis in the U.S. certainly contributes to the
subsequent cardiovascular mortality (41). More-
over, left ventricular hypertrophy (LVH), left ven-
tricular dysfunction, hypertension and hyperlipid-
emia, which are strong independent risk factors
among the general population, are also prevalent
among patients treated by hemodialysis and are as-
sociated with higher mortality. The presence of
these risk factors, and the efficacy of a variety of
medical therapies to ameliorate them in the general
population, led to the consideration of whether a
program of cardiovascular risk factor reduction
should be undertaken in the HEMO Study.

Left Ventricular Hypertrophy and Dysfunction

One echocardiographic survey of 153 hemodialy-
sis patients found normal cardiac structure and
function in only 23%. LVH was found in 55%, left
ventricular dysfunction without LVH was found in
19%o, and each finding was associated with more
than a two-fold increase in mortality (39). Some of
the factors associated with these abnormalities
were the same as in the general population: older
age, higher blood pressure, and smoking.

One of the interventions considered in a cardio-
vascular risk factor reduction program was the use
of angiotensin converting enzyme inhibitors (ACEI)
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because of their salutary effects on both LVH and
left ventricular dysfunction (42). Although prior
studies have not included hemodialysis patients, the
beneficial effect of ACEI is thought to.be reduction
in left ventricular wall tension, which should be ap-
plicable in hemodialysis patients. Despite low sys-
temic plasma renin activity in many patients with
renal disease, the renin-angiotensin system is not
suppressed appropriately for the extent of volume
expansion (43). Furthermore, ACEI are frequently
prescribed and are well-tolerated in hemodialysis
patients. Rarely, ACE inhibitors may cause ana-
phylactoid reactions in patients dialyzed with cer-
tain membranes (e.g., AN69), and more rarely, in
patients treated with other reused synthetic mem-
branes (44). In the HEMO Study, ACEI and other
drugs will be used as necessary to treat hyperten-
sion or heart disease. The number of patients
treated with ACEI, as well as beta-adrenergic
blockers and other drugs for cardiovascular disease
will be tracked. Secondary analysis of this data
should allow for a partial answer to this question.

Hypertension

Hypertension affects approximately 80%76 of indi-
viduals with renal disease and patients initiating he-
modialysis (45). However, with fluid removal, more
frequent monitoring of blood pressure and adjust-
ment of anti-hypertensive medications, only about
30% of patients on renal replacement therapy have
elevated pre-dialysis blood pressure (45). In the
NCDS, average pre-dialysis blood pressure was
148/89 mm Hg (46). Although normalization of
blood pressure during dialysis may be taken as an
indication of effective antihypertensive treatment,
continuous ambulatory blood pressure monitoring
in hypertensive dialysis patients reveals inter-
dialytic hypertension in 80o (47), and pre-dialysis
hypertension remains a risk factor for death from
cardiovascular disease (45). Even in dialysis pa-
tients who are normotensive during the day, noc-
turnal blood pressure is higher than normal (48).
These findings suggest the possibility of exposure to
higher than-usual levels of blood pressure in a large
fraction of hemodialysis patients, which may con-
tribute to the high prevalence of LVH and cardio-
vascular mortality.

A second intervention considered was to control
blood pressure to lower than usual levels. There are
no specific recommendations for arterial blood
pressure for hemodialysis patients. The guidelines
set forth by the Joint National Committee (JNC) for
Detection. Evaluation and Treatment of Hyperten-
sion (49) are a blood pressure - 160/90 mm Hg for
patients >60 years old, and - 140/90 mm Hg for
patients a60 years old. There are no data on opti-
mal blood pressure levels in hemodialysis patients.
For the HEMO Study, the adopted standard of care
was a pre-dialysis blood pressure of a 160/90 mm
Hg and a post-dialysis blood pressure of 6 140/90
mm Hg. Since pre-dialysis blood pressures are
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COMMENTS ON DIALYSIS ADEQUACY AND OPTIMAL
DIALYSIS

DIALYSIS ADEQUACY
When hemodialysis for ESRD first started in Seattle in 1960, patients were

dialyzed for 24 hours once weekly. It quickly became obvious that this resulted in a
major build up of toxins, fluid and symptoms during the ensuing six days, and so the
schedule was altered to 12 to 16 hours twice weekly. Patients improved. With more
experience, in 1963 this was changed to 8 to 12 hours thrice weekly. Patients and
their complications improved even more. We stopped at thrice weekly because of
the hassle involved in more frequent travel to the center and in having to build the
dialyzers more often and because of the cost of dialysis. On this regimen, adequacy
was judged from patient well-being, their clinical appearance and simple blood tests
- this worked very well.

After the National Cooperative Dialysis Study (NCDS) report in the 1970s,
kinetic modeling of urea removal was developed as a measure of adequacy of
dialysis - the quantity called Kt/V was derived. This represents dialyzer clearance,
time on dialysis, and volume of distribution of urea in the patient's body. The
concept is good, but unfortunately the NCDS results were extrapolated to argue that
a Kt/V of 1.0 was adequate hemodialysis. With the availability of larger disposable
dialyzers, it was possible to shorten dialysis and maintain a Kt/v of 1.0. This was
seized on by many dialysis units and patients - the former for economic reasons and
the patients because they liked less time on dialysis. Unfortunately, a Kt/V of 1.0
was only barely minimal hemodialysis as became obvious over the ensuing years
(Attachment 1). For example, Europeans did not use Kt/V at that time, and in the
late 1980s a study of data from the U.S. Renal Data System and the European
Dialysis and Transplant Association Registry showed that European hemodialysis
patients were getting some 20 percent more dialysis than their U, S. counterparts.
This may have been one factor related to the higher mortality reported in U.S.
dialysis patients.

More recently it has become accepted that with thrice-weekly hemodialysis
the target Kt/V for each dialysis should be at least 1.3. The problem of dialysis
adequacy has been extensively studied in recent years and about three years ago the
National Kidney Foundation's Dialysis Outcomes Quality Iniative (Attachment 2)
came up with such a recommendation together with a number of other
recommendations to improve adequacy of both hemodialysis and peritoneal dialysis.
Also in recent years, HCFA and the ESRD Networks have undertaken a major
quality iniative to review clinical performance measures annually and provide
feedback to individual dialysis units. The most recent report, based on 1998 data,
shows that adequacy as measured by a number of parameters is continuing to
improve (Attachment 3). We can always do better; I think that we are on-the right
track.

MORE FREQUENT dIALYSIS
As noted above, thrice-weekly dialysis was a practical compromise.

However, normal kidneys work continuously, and so more frequent dialysis, by



548

smoothing out the chemical and fluid changes in the body, would more closely
approach normal kidney excretory function. More dialysis can further increase
adequacy. This is in fact the case.

A number of programs in the U.S. are dialyzing some patients five or six
times weekly. This can be done either by short intensive dialysis or by slow
nocturnal dialysis, at a center or more commonly at home. Similar programs are
underway elsewhere, especially in Canada and Italy - all told several hundred
patients worldwide are doing this. For example, in Seattle we have 12 patients
dialyzing five and six times weekly. Within a week of starting this, the change in
patient well-being is obvious. Two of these patients vacationed in Hawaii where
they could only dialyze thrice weekly. Within a week of starting less frequent
dialysis they began to notice adverse effects. All twelve patients have experienced
the benefits of decreased symptoms and improved quality of life that are described
in detail in the accompanying publications. As one of our patients said:"If I have to
go back to three dialyses a week you will have to drag me there, and my finger nails
will leave marks in the concrete"

The issue here is that Medicare only pays for thrice weekly dialysis except in
very rare circumstances. There is data showing that more frequent dialysis is
associated with reduced hospitalization and lower doses of medications, including
the very expensive erythropoietin (EPO), and so looking at Part A and Part B
together, Medicare would save with more frequent dialysis (Attachment 4). The
Ontario Provincial Government is now supporting several more frequent dialysis
programs because it has been shown that the overall-costs of six times weekly home
hemodialysis are no more than those of continuous ambulatory peritoneal dialysis.

The other advantage of more frequent dialysis is that it will increase the use
of home hemodialysis. This is important, as home dialysis provides the best patient
survival, quality of life and opportunity for rehabilitation of all dialysis modalities.
Medicare regulations require that the option of home hemodialysis be presented to
patients, but few programs offer this now. Physicians experienced with home
hemodialysis have suggested that with the right equipment and support as many as
twenty percent of all dialysis patients could elect home hemodialysis in the future.

The June 1999 Medpac Report to Congress addresses both adequacy and
frequency of dialysis and specifically recommends the Secretary determine clinical
criteria for patients to receive increased frequency or duration of dialysis
(Attachment 5)

More frequent hemodialysis is a treatment regimen with marked advantages
medically and in quality of life (See other Attached papers). If we are concerned
about adequacy of dialysis, there is no doubt that dialysis five or six times weekly,
depending on body size and medical factors, provides the most adequate dialysis,
and should be an option available under the Medicare ESRD Program.

Christopher R Blagg MD Phone: 206-292-2941
Executive Director Emeritus Fax: 206-860-5821
Northwest Kidney Centers Email: blaggc~hotmail.com
Professor Emeritus of Medicine
University of Washington, Seattle
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The University of Michigan
KIDNEY EPIDEMIOLOGY AND COST CENTER
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WRITTEN TESTIMONY FOR THE RECORD
SENATE SPECIAL COMMITTEE ON AGING HEARING: KIDNEY DIALYSIS

PATIENTS: A POPULATION AT UNDUE RISK?
HEARING DATE: JUNE 26,2000

Presented by Professor Robert A. Wolfe, Ph.D.

The Honorable Senator Grassley and Members of the Committee:

Thank you for holding the recent informative Senate Special Committee on Aging
Hearing on "Kidney Dialysis Patients: A Population At Undue Risk?". As the director of
the Kidney Epidemiology and Cost Center at the University of Michigan (UM-KECC), I
am writing to emphasize the important contributions that independent researchers, at both
Universities and other non-profit organizations, are making to assure and improve the
quality of care of ESRD patients. Although we do not have an organizational voice, as
do other ESRD groups, we have been active in providing crucial information to the
dialysis community for many years. These contributions include not only basic research
that will have long-term impact on ESRD care, but also include very practical continuous
quality improvement (CQI) and quality assurance (QA) components that have immediate
impact upon patient well-being. In addition, your hearings clarified the need for
information about individual dialysis facilities, reuse practices, and dialysis chains. This
letter reviews some efforts that we have already made in these and other areas.

A research perspective serves well to optimize patient care, as it is motivated by fact
rather than by self-interest or by preconception. The tools of scientific research are
useful not only for basic science, but also for achieving goals of quality assurance and
quality improvement in the care of ESRD patients in the U.S.

The UM-KECC research team has made a professional commitment to research that
improves the care of ESRD patients. These contributions have saved patient lives,
improved the quality of life for ESRD patients, and saved millions of dollars by focusing
and targeting the efforts to achieve these goals.

I believe there are at least four steps that should be taken to assure that this important
research perspective can continue to make contributions to advance the welfare of ESRD
patients:

I ) Fund independent researchers to help to assure data integrity, identify ways to
improve care, and provide data to focus and motivate CQI / QA efforts.

2) Continue to collect relevant patient outcome and clinical practice data at provider
facilities and use those data for QA, CQI, and research efforts.

3) Seek independent unbiased review and evaluation of all ESRD programs and
efforts so that the programs themselves are continually improved.

4) Assure access to all relevant data by researchers, consumers, surveyors,
Networks, and policy makers.

Wnren Testimony by Professor Robert A. Wolfe, Ph.D. Page I of 3
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Some of the most important tools that are currently being used to improve patient care
were not clearly described by the panel members in your hearings. Two issues, [A] unit-
specific reports and [B] reuse studies, are described in more detail below.

[A] Unit-Specific Reports: During the last 5 years, the researchers at the UM-KECC werecontracted by HCFA to send over 13,000 individual unit-specific reports (USRs) to
dialysis facilities in the nation (over 3,000 facilities this year). Each report has more than
100 facility-specific statistics of patient outcomes including mortality, hospitalization,
and transplantation and of clinical practice measures including dose of dialysis, vascular
access, serum albumin, and hematocrit measures with comparisons to the facility's state,
Network, and nation (see the attached sample report). The research team at the UM-
KECC built and housed the Coordinating Center for the Congressionally mandated
National ESRD Data System (USRDS) for 11 years and produced these reports for 4
years with HCFA funding through the USRDS. The UM-KECC produced the reports for
HCFA last year and expects to contract to produce them again next year.

The unit-specific reports produced by the UM-KECC have already proven to be an
extremely valuable tool for improving the care of ESRD patients. Many facilities rely on
them for use in their continuous quality improvement (CQI) efforts. We included dose of
dialysis measures in these reports this year, the first year that such data were nationally
available. In a pilot study, state surveyors are using statistics from these reports as one
tool to help focus quality assurance (QA) inspections on those facilities with high patient
mortality, inadequate dose of dialysis, and inadequate anemia management. We found
that these factors were strongly predictive of state surveyor findings of non-compliance in
a recent study with the Texas surveyors and ESRD Network. Later this year, statistics
from these reports will be disseminated to consumers on a HCFA-sponsored intemet site.
We hope to be able to further improve these reports when other clinical performance
measures are collected electronically with the VISION data system. These CQI / QA
efforts are recognized as a HCFA responsibility, as reflected by the NIH decision to
remove them from the USRDS tasks in the most recent USRDS contract. Although we
are primarily a research unit, we also interact directly with the Networks and with
individual dialysis facilities by responding to many questions about clinical practices and
the statistics in the unit-specific reports.

[B] Reuse Studies: "To reuse or not to reuse?", that is not a simple question. Reuse
practices have some potential benefits (better membranes can be used and bio-
compatibility might be improved) and some potential disadvantages (infection, clotting of
dialyzers, or toxicity). Only empirical research can resolve the relative importance of
each. We have published several studies about reuse and in a 1994 study, we identified
concerns about the use of some sterilants (Held PJ, Wolfe RA, Gaylin DS, Port FK,
Levin NW, Turenne MN. American Journal of Kidney Disease 1994; 23: 692-708).
Based on preliminary findings from that research, the FDA/CDC/HCFA issued a warning
to assure and improve standards of reuse in 1993. HCFA started an intensive program
with State Surveyors to improve reuse practices at dialysis facilities in 1994. Since then,
we have monitored patient mortality nationally and have seen survival at reuse facilities
improve substantially. Our current research suggests that patient mortality varies with

Written Testimony by Professor Robert A. Wolfe. Ph.D. Page 2 of 3
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very specific combinations of reuse practices and that some combinations can be
beneficial, so long as appropriate reuse practices are assured. We can supply more
detailed information about reuse, upon request.

Other: Research has provided outcomes-based evidence regarding many other important
issues in the care of ESRD patients including determinat=,n of the "optimal" dose of
dialysis, dialyzer membranes, anemia management, blyod pressure management,
nutritional factors, peritoneal versus hemodialysis cormparisons and transplantation
outcomes. The UM-KECC research team has published hundreds of studies (see
www.med.umich.edu/kidney/publications.html) related to ESRD patient outcomes. We
have also monitored relative mortality at different dialysis chains and could provide you
with this unpublished information if you would like to see it.

Historically, the ESRD community has worked closely with independent researchers and
this collaboration has been very beneficial to patients. Independence is important to
prevent bias and assure external review. All systems should undergo continual review
and improvement. Our scientific and clinical knowledge about ESRD is growing rapidly
and this increasing knowledge base can be used to target and to define standards for both
CQI and QA efforts. The development of evidence-based standards of care is a process,
not an end product. By contracting with independent researchers, the HCFA can
continue to find ways to improve and assure care for ESRD patients.

The release of relevant data to researchers can be an important step in improving care.
The perspective of specific groups is limited and often obscures their ability to see the big
picture. For example, until recently, the evaluation of transplant mortality outcomes was
hampered by consideration of only transplanted patients, or by inappropriate comparisons
to dialysis patients. A recent study published in the New England Journal of Medicine
(Wolfe, 1999) for both transplant and dialysis patients has clarified the benefits of
transplantation relative to dialysis for many subgroups of patients.

In conclusion, I believe that the 4 items listed above are cost-effective steps that can help
to assure and advance the welfare of ESRD patients. We have recently begun to work
more directly with the HCFA to improve patient well being and hope that these efforts
will be supported. Please contact me if you have questions or if I can provide you with
further information.

Sincerely,

Robert A. Wolfe, Ph.D.
Director of UM-KECC and Professor of Biostatistics
Phone: (734) 998-6611
E-mail: bobwolfe@umich.edu

Written Testimony by Professor Robert A. Wolfe, Ph.D. Page 3 of 3
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2000 Urit-Speflc eport for DMalysi Patients
HCFA Proider# 000000 State: N/A N.t..uk: N/A

Dear Dialysis Unit Director.

This report has been prepared for your facility by the Kidney Epidemiology and Cost Center (KECC) at the University of
Michigan with funding from the Health Care Financing Administration (HCFA). This is one of 3029 reports that have been
sent to the ESRD Networks for distribution to ESRD providers in the U.S. Selected highlights from this report are given
here.

Mortality: There was a 23% annual observed death rate among the patients treated at this facility between 1996-98, while
a rate of 14% would be expected, based on the age, diabetes stalus, race, and sex of those patients. The standardized
mortality ratio (SMR) of observed to expected deaths is 1.57, which is 57% more deaths than expected at your facility.
Among all US facilities, 96% of facilities had an SMR lower than 1.57. This difference is statistically significant (p<0.05),
so this higher mortality is unlikely due to random chance and probably represents a real difference from the expected
mortality in the U.S. See Table I and Figure I for more detailed mortality statistics.

Hospitalization: Based on analogous methods, 77% of the Medicare primary payor hemodialysis patients treated at your
facility between 1996-98, were hospitalized annually, while a rate of 42% would be expected. The standardized
hospitalization ratib (SHR) for this facility is 1.84, which is 84% higher than expected. This difference is statistically
significant (p < 0.05) and is unlikely to be due to random chance. See Table 2 and Figure 2 for additional hospitalization
statistics.

Transplantation: Based on analogous methods, 3.6% of the patients under age 65 tretd at this facility between 1996-98
who had not previously bee ted were transplanted annually, while a rate % 1would be expected for these
patients. The standardized tliaplant& on o yo f y i 60 klcis 4091 wert expected for your facility.
This difference is not statsti alsignfc (ph 0a 9) nWttj r i ndo h able 3 and Figure 3
for additional transplantation staffa at | |e1

Practice Patterns: Amonia y clacI w isUSec aims data, 7%
have URReowDOQRR 5 omp o nai . Youacility reported that 16.0% of
patients have central (temporary or cuffed) catheter accesses. The avera ce of patients with central catheters is
21.3% nationally. Among 81 Medicare dialysis patients receiving EPO treatments in 1998 at your facility, 69% have
hematoceit below DOQI guidelines (HCT < 33), compared to 46% nationally. See Table 4 for more information about
practice patterns.

Patient Characteristies: See Table 5 for detailed summaries of 136 patients treated duarne 1998 at your facility. On
average, there were 2.7 comorbidities reported on the HCFA 2728 for the 34 patients starting treatment at your facility
between July 1998 and June 1999, which is higher than the average of 2.6 reported for the entire United States for patients
starting treatment during this time. The average residual renal function (GFR) calculated for these patients from serum
creatinine (before first dialysis) and other parameters was 8.9 ml/min, which is higher than the average of 8.1 reported for
the entire United States. See Table 6 for additional information about these patients.

These are just a few highlights of the statistics you will find in this report based on the data for your facility. For
comparison, the tables also report data for all patients or facilities in the United States, in your ESRD Network, and
generally in your state. We hope that this report is of interest to you and that you will discuss it with -our staff. We would
appreciate your feedback on ways to improve future reports.

This report is based primarily on Medicare claims and data collected for HCFA by the ESRD Networks. Patients were
assigned to your facility based on Medical Evidence forms (HCFA form #2728) submitted by your facility and on Medicare
claims for your facility (See Table 7). Network N/A has a list of the patients included in the analyses for your facility. The
Annual Facility Survey submitted by your facility indicates that 150 patients were being treated at your facility duan
1998. Thus, the count of 136 patients included in this report for 1998 represents a large fraction of the patients treated at
your facility. Differences in counts of patients can result from many causes, including changes in ownership or
inaccuracies and incompleteness of data submitted to the HCFA for the patients in this facility. For a complete description
of the data reported here please see the Guide to the 2000 Unit-Specific Reports. The Guide is available from ESRD
Network N/A and is also on the KECC web site at wwws.med umichledualidney.

Sincerely,
The Kidney Epidemiology and Cost Center at the University of Michigan

Page 1 of 12
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M2M0 Uit-Spedle Reporl far Dialysis Patisegs
I HCFA Preoder V 0060 State: N/A Nesnk N/A I

TABLE 1: Mortality Summary for All Dialysis Patients', 1996-98

Regional averages, 1996-98
This Facility per year

1996 1997 1998 1996-98 State Network U.S.

Death Rates
1 Patients (n=nuaber) 118 128 127 373' 62 61 69
1b Actual deaths (n) 25 33 26 84' 10 10 12
Ic Expected deaths (n) 20.1 17.2 16.1 53.4' 10.1 9.7 12.1
1d Death rate (% of 1a) 21.2 25.8 20.5 22.5 16.5 16.7 17.5
ie Expected death rate (% of 1a) 17.0 13.4 12.7 14.3 16.3 16.0 17.6

Categories of Death
If Withdrawal fros dialysis

prior to death (% of 1b) 12.0 15.2 11.5 13.1 18.7 17.4 18.5
ig Due to infections,

not including AIDS I b) 28.0 30.3 15.4 25. 17.2 18.1 21.5
Ih Dialysis unrelated, heathsi (n) l A=

(exc~luded fro. SM1R)^< (/, n=< 2 1 7i 0.2 0.2

Standardized Mortality t ) (ioI 5 1)1
1i SaR' (see Figure 1 K 2 L Ly 1. 104 1.00
Ij P-value' 0.16 0.01 0I 01 n/a n/a n/a
1k C.l. for SM8R'

High (95% limit) 1.74 2.57 2.24 1.89 n/a n/a n/a
Low (5% limit) 0.87 1.41 1.13 1.30 n/a n/a n/a

SMR Percentiles for this Facility
11 State 77 95 90 98
iaNetwork 74 95 90 96
in U.S. 76 97 93 96

n/0= not applicable.
Il1 Sea Guide, Section IV.
[21 Values are shown for the average facility.
[31 Defined as deaths due to AIDS, street drugs, and accidents unrelated to treatment.
[4l Calculated as a ratio of actual (151 to egpected (Ic). Not shown if (ic) is too small.
[5 A p-value less than or equal to 0.05 indicates that the difference between the actual and

expected mortality is probably real and is not due to random chance, while a p-value greater than
0.05

indicates that the difference could possibly be due to random chance.
[61 The confidence interval (C.I.) range represents uncertainty in the value of the SMR due to random

variation.
171 Sue of 3 years used for calculations; should not be compared to regional averages.

Page 2 of 12
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2000 Umit-Spedfic Report for Dialysis Patients
HCFA Provide, # 000000 State: NIA Network. MA

FIGURE 1: Standardized Mortality Ratio (SMR) for Dialysis Patients

SUR for this facility
by year

1996 1997 1998 1996-98

SUlR percentiles (1996-98)
for facilities in

State Network U.S.

0

.

The vertical bar shows the value of the
SMR (actual / expected mortality) for this
facility. The vertical lines show the range
of uncertainty due to random variation
(90% confidence interval; significant if the
vertical line does not cross at 1)

The horizontal line in the middle of each
box is the median SMR for facilities in a
region. The lower and upper boundaries of
the box are the 25th and 75th percentiles
for facilities in the region. The vertical
lines extend to the 5th and 95th percentiles

Relative to other facilities for the years 1996-98,
the mortality (SMR * 1.57) at this facility was at the

96th percentile in the nation
99th percentile in the network
96th percentile in the state

Page 3 o 12



555

2000 Unit-Spedlic Repel for Dialysis Palient
I HCFAProodd #O0OO0 State: MA Net-eak MA

TABLE 2: Hospitalization Summary for Medicare Hemtodialysis Patients', 1996-98

Regional anerages', 1996-98
This Facility

1996 1997 1998 1996-98

2a Medicare Hesodielysis Patients (n) 60 82 77 239'

Patients Hospitalized
2b Patients hospitalized (once or more) 66 61 57 194'
2c Expected number hospitalized (n) 32.1 35.5 32.2 99.9'

2d Hosp, rate (% of 2a) 92.5 74.4 74.0 77.0

2e Expected hosp. rate (% of 2a) 40.2 43.3 41.9 41.8

Total Admission Count
2r Observed total admissions (n) 204 179 169 552'

2g Expected total adissi t 113.2 112.1 110.9 336.3'

2h Stand. Total Ada 9atI N 1 80 1.60 1.52 1.64

Diagnoses Present (5b of 2n ) 'KZN
2i Septic emia 1 5
2j Acute Myocardial Oaf tins

Length of Stay
2k Unadj. avg. length of adeiss. (days) 5.3 691 5 5 6
21 One day admissions (% of 21) 29.4 23.5 21.3 24.6
2m Unadjusted average days in the

hospital per dialysis patient year 16.8 17.2 14.8 16.3

Standardized Hospitalization Ratio
2n SHRW (also shown in Figure 2) 2.05 1.72 1.77 1.94

2o P-value' 0.00 0.00 0.00 0.00

2p C.I. for SHR'

per year
State Network U.S.

42 42 43

26 26 26
23.9 24.7 25.2
63.3 61.3 60.6
57.4 59.9 59.3

66 63
61 6 629 1
2.06 1.01

.12.5 2 12.7
22 0 1

12.5 12.7

62
62.1
1.00

11.5
3.5

7.4
16.5

13.6

1.10
n/a

1.04
0/6

1.02
n/a

High (95% limit) 2.52 2.13 2.20 2.09 n/a n/a n/a
Low (5% liit) 1.66 1.37 1.40 1.62 n/a n/a n/a

SNR Percentiles for This Facility
2q State 95 89 99 94
2r Network 96 91 93 96
2s U.S. 96 92 95 97

n/8a not applicable.
I1 Based on patients with Medicare as primary insurer; See Guide, Section V.
12) Values are shown for the average facility.
)3) Stand. Tonal Adaission Ratio calculated as ratio of actual (211 to expected (2g) total admisoions.

l4l Standardized Hospitalization Ratio calculated as ratio of actual (2b) to expected (2c).
Not shown if (2c) is too smll.

5) A p-value less than or equal to 0.05 indicates that the difference between the observed and
expected hospitalization is probably real and is not due to random chance, while a p-value greater

than 0 05 indicates that the difference could possibly be due to random chance.
161 The con idence interval (C.l.) range represents uncertainty in the value of the SHR due to random

variation.
171 Sm of 3 years used for calculations; should not be compared to regional averages.
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FIGURE 2: Standardized Hospitalization Ratio (SHR) for Medicare Hemodialysis Patients

SHR for this facility
by year

1997 1999 1998-98

SMR percentiles (1988-98)
for facilities in

State Network U.S.

0

The vertical bar shows the value of the
SHR (actual / expected hospitalization) for this
facility. The vertical lines show the range
of uncertainty due to random variation
(90% confidence interval; significant if the
vertical line does not cross at 1)
^ indicates SHR v 2

The horizontal line in the middle of each
box is the median SH for facilities in a
region. The lower and upper boundaries of
the box are the 25th and 75th percentiles
for facilities in the region. The vertical
lines extend to the 5th and 95th percentiles

Relative to other facilities for the years 1998-98,
the hospitalization (SHR = 1.84) at this facility was at the

97th percentile in the nation
95th percentile in the network
94th percentile in the state
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TABLE 3: Transplantation Summary for Previously Untransplanted Dialysis Patients
Under age 65', 1996-98

Regional averages', 1936-98
This Facility per year

1936 1997 1998 1996-98 State Network U.S.

Transplantation Rates
3a Eligible patients (n)' 53 66 73 192' 32 33 35
3b Actual lst transplants (n) 2 3 2 7' 2 2 2
3c Expected tst transplants (n) 3.5 4.0 4.3 11.8' 1.9 2.1 2.1

3d 1tt transplant rate (% of 3a) 3.8 4.5 2.7 3.6 5.1 5.0 9.4

3e Exp transp. rate (% of 3a) 6.7 6.0 5.9 6.1 5.9 6.2 6.2

31 Number of Cadaveric transplants 1.0 3.0 2.0 .0' 1.3 1.3 1.6

Standardized Transplantation Ratio
3g STR' (also shown in Figure 3) 0.57 0.76 0.47 0.60 0.96 0.80 1.04
3h P-value' 0.32 0.44 0.20 0.10 n/a n/a n/a
3i CO. for STIR

High (95% limit) 1.79 1. 96 1.47 1.12 n/ .n/a n/a

Low (30 11 0S10 0.20 0.08 0289 n/a n/a

STR Percentiles for Tbis FaaboY i f i p
3k Network IV)_

n/s = not applicable
(II See Guide, Section VI.
(2) Values are shown for the average facility.
3] , u Section VI.
[4) Calculated as ratio of actual (3b) to expected (3c). Not shown if (3c) is too small.
[5) A p-value less than or equal to 0.05 indicates that the difference between the observed and

expected transplantation is probably real and is not due to random chance, while a p-value greater
than 0.05 Oindicates that the difference could possibly be due to random chance.

[11 The confidence interval (C.I.) range represents uncertainty in the value of the STR due to random
variation.

[7) Suo of 3 years used for calculations; should not be compared to regional averages.

Page 6 of 12
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FIGURE 3: Standardized Transplantation Ratio (STR) for Previously Untransplanted Dialysis
Patients under Age 65

STM for this facility
by year

1996 1997 1998 1996-98

STR percentiles (1996-98)
for facilities in

state Network U.S.

The vertical bar shows the value of the The horizontal line in the middle of each
STR (actual / expected transplantation) for this box is the median STR for facilities in a
facility. The vertical lines show the range region. The lower and upper boundaries of
of uncertainty due to random variation the box are the 25th and 75th percentiles
(90% confidence interval; significant it the for facilities in the region. The vertical
vertical line does not cross at 1) lines extend to the 5th and 95th percentiles

Relative to other facilities for the years 1996.98,
the transplantation (STR 5 0.60) at this facility was at the

25th percentile in the nation
35th percentile in the network
35th percentile in the state
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TABLE 4: Facility Practice Patterns, 1998'

This Regional Averages
0
, 1998

Facility State Network U.S.

4a Modality (%) Hemodialysis 73.5 87.0 88.6

CAPD/CCPD 20.6 11.4 9.7

Other Dielysis (recent switch) 5.9 1.6 1.6

To-o 70T0% h 600

87.1

11.1
1.6

1 oo-

Medicare dialysis patitots treated as of 111)98
4b Percent receiving EFO Hemodialysis

CAPD/CCPD

4c Average hematocrit (%) Hemodialysis
of EFO treated patients CAPD/CCPD

4d Heaatocrit<33 (% EPO treated dialysis pts.)

97.1 97.3 97.1

68.8 72.7 66.1

32.1 32.6 32.7

29.2 31.4 31.5

69.1 52.3 50.7

97.0
66.8

32.9
32.0

46.0

4e Urea Reduction Ratio(URR) (% of pts.)

. 60.0 % 4.5 6.6 6.6

60.0-64.9 % 3.0 6.9 7.6S -69.9 % 16.4 239 23.9

t/7 [ -74.9 % 5. 36, _ 34.0

N9 I 7M r 26.2~ Q;

41 0r6ce5% (% Of Pts.) Jv 9 46

(0001 recommends UR0 a

8.7
8.7

24.7
31.3
26.6
1007

17.4

4g Missing URR (% of pts.) _ -46 11.5 11.7 21.9

4h Meebrane Usage (% of all pts.)'
High Flux Polysulfone 0.0 26.6 37.2 46.0

Low Flu. Polysulfone 0.0 36.8 36.1 25.4

Regenerated Cellulose 0.0 11.7 6.5 7.0

Cellulose Acetate 0.0 14.1 15.7 11.9

Cellulose Triacetate 0.0 0.4 0.2 6.0

Hewophan 0.0 0.2 0.2 1.3

PMMA 0.0 1.0 0.4 0.2

Other 100.0 6.8 3.7 2.2

4i Vascular Access (% of all pts.)'

AV Graft 69.0 70.3 68.0

AV Fistula 15.0 16.0 17.3

Cuoied Centrel Catheter 0.0 8.7 10.0

Temp. Central Catheter 16.0 5.0 4.6

55.1

23.5
16.0

5.3

4 Nusmber of Patients with Vascular Access Infections' 10.0 5.9 4.7 6.9

n/a= not applicable
(1) See Guide, Section VII

12) Values are shown for the average facility.

(3) These data are self reported and were collected by facilities in 17 of the 18 ESRD Networks.
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TABLE 5: Summaries for All Dialysis Patients Treated During 1998'

Sa Number (n) (1/1/98 - 12/31/98)

This Regional Averages', 1998

Facility State Network U.S.

136 69 67 78

57.0 60.0 59.2 80.4Sb Average age (yrs)

Sc Age (% by group)

Sd Cause of ESRD (%)

< 20
20-64
65-

Diabetes

Hypertension
Glomerulonephritis
Other/Unknonw
Missing

0.0 0.6 0.8

67.6 56. 1 58. 0
32.4 43 4 41.2

To-o% 1 00% T 008

35.3 36.4 36.3

32.4 33.4 33.7

11.0 10.6 10.9

16.2 15.9 15.2

5.1 3.6 3.8

1 003 100% 1 001

0.8

54.2
45.0
l00%

39 .0
27.1

12.3
18.4
3.2

100%

se Race (%) 8As.La/Pacific Islander 0 7 0 5 3 6
8luk 78 7 62 593 36.1

/uw 1 ir rn ir 569 1

St Sea (N) Female 51.8 51.1 47 9

Sg Incident during 1998 (as % of row Sa) 27.2 23.5 23.8 26.2

5h Average duration of ESRD (yrs) for Medicare
dialysis patients treated as of 1/1/98 3.8 3.7 3.7 3.5

[1) See Guide, Section VIII
[2) Values are shown for the average facility.
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TABLE 6: Patient Characteristics as Reported on the Medical Evidence Forn
(HCFA 2728) for Patients starting dialysis 7/1/98 to 6/30/99)'

Patient Characteristics [range)I

Ba Total Number of Patients with Forms

Nb Age (average Years [0-951)
Sc Sex (% Female)
Sd Ethnicity (% Hispanic)

This Regional Summ aries

Facility (n) Network U.S.

34

63.2
52.9
0.0

61.2
49.8
0.2

6e Race )
lihite

Black
Asian
Native American
Pacific Islander
Arabian/Middle East
Indian Subcontinent
Other
Unknown

6t Body Mass Index' (Weight/' I2 m.
Male
Female

6g Primary Cause of ESRO (%)
Diabetes
Hypertension
Primary Glomerulonephritis
Other

100% ( 34)

26.5
73.5
0.0

0.0
0.0
0.0
0.0
0.0

49.3
49.8
0.3
0.3
0.1
0.0
0.1

62.4
46.9
10.9

63.8
28.4

2.2
1.2
0.8
0.3
0.3
2.5

44.1

26.2
9.8

19.9

100% (
50.0
26.5

5.9
17.6

42.6

32.4
8.0

17.0

6h Employment'
Six months prior to ESRD treatment
At first ESRD treatment

Lab Values Prior to Dialysis (average)
Ni Hematocrit (% [9-54))
6) Hemoglobin (g/dl (3-11))
6k Serum Albumin (g/dl 10.8-6.0])
61 Serum Creatinine ()g/dl 12-331)
6m BUN ()mg/dl (24-2501)
6n GFR (rl/mi 10-251)

16.7 ( 6) 31.5 34.7
15.4 ( 13) 16.0 22.5

27.9 (
9.1 (
3.2 (
7.2 (

97.8 (
8.9 (

30)
29)

24)
34)
30)

21)

28.5
9.4
3.2
8.2

85.7
7.9

29.0
9.8
3.2
7.7

89.4
8.1

n/a = not applicable
(1) See Guide, Section IX
(21 For continuous variables, all summaries are computed based only on responses in range

indicated in brackets for the variable.
13) The average is computed for adult patients at least 20 years old.
14) Full-time, Part-time, or Student (% of 18-60 year Olds)
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TABLE 6 (CONTINUED): Patient Characteristics as Reported on the Medical Evidence Form
(HCFA 2728) for Patients starting dialysis 7/1/98 to 6/30/99)1

The following percentages ore based on the 34 total form(s) from this facility.

This Regional Suomaries

Patient Characteristics Facility Network U.S.

as Pre-existing Co-morbidity (% yes)
Congestive Heart Failure 64.7 30.4 32.3
Ischemic Heart Disease, CAD 17.6 21.1 24.4
Myocardial Infarction 0.0 7.6 9.2
Cardiac Arrest 0.0 0.6 0.6
Cardiac Dysrhythmia 2.9 5.1 5.9
Pericarditis 2.9 0.8 0.9
CVD, CVA, TIA 5.9 9.8 9.3
Peripheral Vascular Diaease 23.5 13.1 14.8
History of Hypertension 64.7 78.8 74.4
Diabetes c 41.2 42_7 40.9
Diabeteslon insulir, (% of total) 17.6 25s6 23:4
Chronic Obstructive Palms ary Di 1.8 9 a-I 2
Current Smoker m(,I ) ' V2r fl f _{Ngi,
Cancer 2 0.2
Alcohol Dependenco ) tbo 114 \.j14
Drug Dependence 9 2o "- a.9
Inability to Ambulate 5.9 4.7 4.1
Inability to Transfer 0.0 1.7 1.4

6p HIV Status (%)
Positive 5.9 0.6 0.6
Negative 94.1 97.3 26.1
Unknown/Cannot Disclose/Missing o.0 2.1 71.2

6q AIDS Status (%)
Positive 2.9 0.3 0.4
Negative 97.1 97.7 28.3
Unknown/Cannot Disclose/Missing 0.0 2.0 71.3

6r Average Number of Co-morbid Conditions 2.7 2.6 2.6

(1] See Guide, Section IX
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TABLE 7: How Patients-xere Assigned to this Facility and Patient Status'

This Facility

1996 1997 1998
n % n % n %

7a Total number of patients placed

in facility (equal to Ia)' 118 :00% 128 100% 127 100%

Patient Placement in this Facility (7b-7g sum to

Patients placed by:
Medicare paid dialysis claim dated

7b 0-6 months prior
7c 6-12 months prior
7d 12-24 months prior

HCFA Medical Evidence ed
7e 0-6 months prio I
7f 6-12 months prior
7g 12-24 months prio

7h Patient exclusions due eaa
These patients mere excluded from lines 7a-7g

98 81.4 107 83.6 101 79.5

1 0.8 1 0.8 1 0.8

0 0O0 1 098 0 0,0

I 11.

'a A) 0 158
0 2 2

Patient Status During Year for Patients Placed in this Facility (7i-7p sum to 7a)

Patients still in unit on 12/31 of the year
7i Patients incident (new) during the year 15 12.7 30 23.4 28 22.0
7j Prevalent patients with > 100 days 58 49.2 48 37.5 hO 39.4

of dialysis claims paid to this facility
7k Prevalent patients with 1-99 days 2 1.7 0 0.0 5 3.9

of dialysis claims paid to this facility
71 Prevalent patients with no paid dialysis 7 5.9 1 0.8 3 2.4

claims paid to this facility

Patients no longer in unit on 12/31 of the year
7m Patients alive and being treated in 9 7.6 12 9.4 13 10.2

another unit on 12/31
fn Patients transplanted 2 1.7 3 2.3 2 1.6
70 Patients who died at this facility 24 20.3 29 22.7 21 16.5
7p Patients who died at another faciity 1 0.8 8 3.9 5 3.9

[1 See Guide, section X
[2) Patients are placed on 1/1 of the year or op day 90 of EStD during the year,

by either their last dialysis bill or Medical Evidence Form.
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DEPARTMENT OF HEALTH& HUMAN SERVICES Heh C,,- F-naneg Ad-nistr-,n

eTh Administrator
Washington., D.C. 20201

The Honorable Charles Grassley, Chairman
Special Committee on Aging
United States Senate
Washington, DC 20510 SEP 2 7 2000

Dear Chairman Grassley:

Thank you for the opportunity to testify before the Senate Special Committee on
Aging regarding our End Stage Renal Disease Program on June 26, 2000.

Enclosed please find answers to your questions for the record regarding our
current and future activities to address the concerns raised at the hearing by the
HHS Office of the Inspector General and the General Accounting Office. Your
continued interest and support are essential for the Medicare program's success. A
similar letter has been sent to Senator Breaux.

Sincerely,

Bockj - raf
Nancy-Ann Min DeParle

Enclosures
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Answers to questions from the
Senate Special Aging Committee

to follow up on the
June 26, 2000 Hearing Regarding

ESRD Facilities

1. What steps has HCFA taken to address the findings of the GAO (Medicare
Quality of Car, Oversight ofKidney Dialysis Facilities Needs Improvement) and
the HHS OIG (L External Review ofDialysis Facilities, A Callfor Greater
Accountability; and 2. External Quality Review ofDialysis Facilities, rwo
Promising Approaches), as released at the June 26, 2000 hearing?

Office of Inspector General Report: External Ouality Review of Dialysis Facilities.
A Call For Greater Accountability (OEI-01-99-000500

Recommendation: HCFA should hold individual dialysis facilities more fully
accountable for the quality of care they provide and revise the Medicare Conditions for
Coverage for dialysis facilities so the conditions serve as an effective foundation for
accountability.
Current Status: We will address this recommendation in our proposed Conditions for
Coverage. In our response to the IG report, we initially targeted early 200lfor the
Conditions for Coverage NPRM publication date. However, given the complexity and
volume of work before our regulations team, we believe that summer 2001 is a more
realistic target date for the NPRM. In drafting the NPRM, we are considering ways to
strengthen the accountability of the dialysis facility governing body and to reinforce the
accountability of the dialysis facility medical director for patient care. We are
considering whether to require facilities to electronically report standardized performance
measures, conduct their own Quality Assessment and Performance Improvement (QAPI)
program, and establish internal systems for identifying, analyzing, and addressing the

causes of medical injuries and medical errors. The Forum of ESRD Networks and the
Renal Physicians Association are scheduled to meet October 30-31, 2000 in an ESRD
Patient Safety Consensus Workshop to discuss and potentially develop a list of data
elements on patient safety that should be collected. We are examining options to allow
separate funding for the collection of this data through the ESRD Networks, as well as
the best way to report the information to the public. In addition, we are considering
whether to require dialysis facilities to monitor patient satisfaction using a common
instrument approved by the Secretary. On August 8, 2000, the Forum of ESRD
Networks Quality Improvement Committee met to discuss plans for developing such an
instrument.

Recommendation: HCFA should use facility-specific performance measures to
encourage facilities to improve the quality of care and to help ensure facilities meet
minimum standards.
Current Status: We are identifying acore set of performance indicators to be collected
regularly on all patients from facilities. We are establishing an electronic system that will
allow us to collect information from each individual dialysis center to determine if the
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center is providing appropriate care. This system will enable us to share these findings
with the public electronically. We expect to begin testing this electronic system later this
year. We also are collecting information on 16 additional clinical performance measures,
developed pursuant to Section 4558(b) of the Balanced Budget Act (BBA) of 1997.
These measures were pilot tested last year by ESRD Networks using a national sample of
dialysis patients. They will be collected this year, both on a national sample of patients
for quality improvement purposes and on all patients from a sample of dialysis facilities,
through the electronic reporting system. Additionally, in another quality improvement
initiative, the National Anemia Cooperative Project, our ESRD Networks have worked
with dialysis providers to improve the management of anemia in dialysis patients.

Recommendation: HCFA should disseminate comparative facility-specific reports to
facilities, Network, State survey agencies, and the public containing all of the
performance indicators in the core set.
Current Status: We have developed fourteen facility-specific measures for the
assessment of over 3,000 dialysis facilities. These measures are based on existing HCFA
data and include descriptive information (e.g., name, address, phone number, type of
services offered) staffing information, and three quality measures (adequacy of dialysis,
anemia management, patient survival). From September 15 to October 13, 2000, dialysis
facilities will have the opportunity to preview their respective data before it becomes
available publicly. We will review any comments received from the facilities for
consideration into the final design of our new "Dialysis Facility Compare" website on
www.medicare.gov. This website is scheduled for public release in early 2001.
Information on the website will be supplemented with other performance measures as
they are collected on a facility-specific level. Additionally, in a seven-State pilot study,
State survey agencies have used a composite score-ranking list to help them identify
potential facilities to survey.

Recommendation: HCFA should strengthen the complaint system for patients and staff.
Current Status: A workgroup composed of our central and regional office staff met to
review and revise the current ESRD Network instructions regarding the complaint
process. Currently, this group is reviewing revised draft network manual instructions that
include a mediation component. We also plan to conduct pilot projects to test ways in
which the Networks and the State survey agencies can work together to create an
integrated complaint system. However, prior to conducting such pilot projects, we will
need to determine if funding is available for this purpose; and we will need to identify
and work within the laws governing the sharing of patient-specific data.

Recommendation: HCFA should enhance the role of Medicare on-site certification
surveys.
Current Status: We are working to determine an appropriate minimum cycle for
conducting Medicare certification surveys of dialysis facilities. For FY 2001, the
President has proposed increasing funding for the State survey process to decrease the
time between surveys of dialysis facilities, from every six years to every three years, so
we can better monitor the quality of care. We also are examining options to establish a
minimum survey cycle.

2
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Additionally, the IG recommended that we require joint Network-State agency surveys
for initial certification visits to dialysis facilities. We did not concur with this
recommendation. As we noted in our response to the IG report, the role of the Networks
is to focus on educating and improving facility performance, while the role of the State
survey agencies focuses on investigating and enforcing minimum requirements. We
believe it is important to distinguish these roles during the initial survey process.

Recommendation: HCFA should hold the Networks and State survey agencies fully
accountable for their performance in overseeing the quality of care provided by dialysis
facilities and delineate the distinctive roles of the Networks and State survey agencies in
quality oversight and to provide direction on how they should collaborate.
Current status: We are working to identify and overcome any barriers that prevent the
sharing of information between Networks and State survey agencies. We will begin
further work on this part of the recommendation once we are satisfied that this
information can be shared legally.

/
Recommendation: HCFA should foster greater accountability of the Networks.
Current Status: We believe that Network accountability efforts should focus, in part, on
how the Networks are using standardized performance data to improve the overall
clinical performance of facilities in their region and to ensure that poor performers meet
minimum standards of care. The Networks began a new contract cycle on July 1, 2000.
Their quality improvement project efforts for the first year will focus on adequacy of
dialysis. The Networks also have performance indicators that show which facilities need
to improve in this area.

In addition to clinical performance, we believe our network accountability efforts should
focus on how effectively the Networks are using a complaint system as a quality-of-care
safeguard. The Networks began using their new Standardized Information Management
System (SIMS) in January 2000. Through SIMS the Networks can categorize and log
complaints in a systematic way that will allow us to report on how effective the Networks
are in this area.

Recomnmendation: HCFA should increase public disclosure of information on Networks
activities.
Current Status: On September I, 2000, we verified with the Forum of ESRD Networks
that the Compilation of Network Annual Reports, which reports on Networks' activities,
will be available electronically. This will allow us to put the report on our website to
increase public disclosure. To further promote the Networks to patients we operated a
booth at the September 14, 2000 American Association of Kidney Patients Meeting. We
also participated in the National Kidney Foundation Meeting on September 22 and 23,
2000, to discuss what we are doing for patients and how the Networks can help them.
For example, we promoted our upcoming 'Dialysis Compare" website, as well as our
"New Patient" information package, which contains several resources to benefit new
ESRD patients, including information on the Medicare benefit, as well as a booklet
entitled "Preparing for Emergencies," to orient the beneficiary to ESRD. It also contains

3
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a letter of introduction from the appropriate ESRD Network, information on the state
agency, contact information for patient complaints, and a list of other ESRD information
resources.

Recommendation: HCFA should foster greater accountability of the State survey
agencies.
Current Status: We are working to improve the performance and accountability of
State survey agencies. In FY 2001, we will conduct training sessions for States on basic
survey skills, clinical issues, and the use of data. We also want to increase public
disclosure of information on the State survey agencies' activities. To this end, we are
developing educational materials regarding the existence and role of State Agencies for
public distribution. Additionally, similar material was distributed at the September 14,
2000 American Association of Kidney Patients meeting.

General Aceounting Office Reports (GAO)
Recommendation: Develop procedures on how and when to use its existing authority to
impose partial or complete payment reductions for ESRD facilities that do not meet
Medicare quality standards for dialyzer re-use.
Current Status: We intend to consolidate and clarify current alternative or intermediate
sanctions, and establish new authorities across all provider types. We also are exploring
procedures to implement these sanctions, as well as additional sanctions.

Recommendation: Establish procedures to facilitate better and more routine cooperation
and information sharing between ESRD Networks and State survey agencies, particularly
in targeting facilities for on-site surveys
Current Status: We are working to delineate more clearly the operational roles of the
State survey agencies and the ESRD Networks, and to encourage more active cooperation
between the State survey agencies and the ESRD Networks. In addition, we are
researching section 1 160 of the.Social Security Act ("Prohibition Against Disclosure of
Information") in order to clarify the legal issues regarding the release of Network data.
The release of such data will facilitate the public identification of poor performing
facilities.

Recommendation: Evaluate its project for using clinical outcome data to select facilities
for on-site review before it uses such data as a key factor in the selection process. A trial
component of the evaluation should be a determination of the extent to which the data are
sufficient to predict which facilities have a higher likelihood of being out of compliance
with Medicare's conditions for coverage.
Current Status: We have undertaken a facility-specific data initiative using outcomes
data on standardized mortality ratios, hematocrit levels, dialysis adequacy levels to
develop facility profiles to identify potential poor performing facilities. We are interested
in the relationships and predicative value of facility-based data. Of particular interest is
the relationship of surveyor results with mortality rates and practice patterns at the
facility levels. As recommended, we will evaluate the efficacy of the facility-specific
data. We also will use other tools to determine which facilities to survey. These will

4
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include complaints, past inspection behavior, change of ownership, and Network
information.

2. Please provide the committee with a long-term plan of action, which will ensure
that the issues raised at the hearing regarding the ESRD program will be
addressed.

We have made substantial improvements in the care provided to Medicare ESRD
beneficiaries. For example, between 1994 and 1998, the percentage of ESRD patients
with adequate hematocrit (red blood cell) levels increased from 55 to 83 percent.
Additionally, in the same time period, the percentage of patients receiving adequate
dialysis increased from 49 to 74 percent We also know from the U.S. Renal Data
System, a joint HCFA and National Institutes of Health project, the overall one year
mortality rates for dialysis patients decreased form 24.9 deaths per 100 patient years in
1990 to 22.8 in 1997.

Despite this progress, improvements in the ESRD program are still needed, and we are
committed to making finther strides. We believe we can do so by focusing on the
patients entire experience with dialysis and creating a culture of continuous quality
improvement throughout the dialysis community. This includes our work on the IG and
GAO recommendations as discussed above. For example, expanding and improving the
information available to consumers on the quality of care in dialysis centers should help
foster renewed attention to providing high quality service that meets beneficiary needs.
Strengthening the role of ESRD Networks and State survey agencies, especially by
securing funds for more frequent surveys as proposed in the President's budget, is critical.
And increasing payments to reflect rising costs and the severity of patients' conditions, as
the President is proposing, is also essential to ensure high quality.

Ensuring high quality care was a primary reason behind the June OIG and GAO
recommendations to improve the oversight of the ESRD Program in general. The
Balanced Budget Act of 1997 also included initiatives toward this end. From these
recommendations we have developed ideas that together constitute our general long-term
plan to ensure beneficiaries receive the quality ESRD care that they deserve. The
following action plan describes steps we have already taken and other steps we are
considering.

We have organized our action plans into the following categories:
1. Clinical Performance Measures
2. Conditions for Coverage
3. Data
4. State Agency
5. ESRD Network

1. ESRiD Clinical Performance Measures Plan
In addition to the above actions, we have developed Clinical Performance Measures
(CPMs) based on the National Kidney Foundation Dialysis Outcomes Quality Initiative
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Clinical Practice Guidelines for the areas of adequacy of hemodialysis and peritoneal
dialysis, anemia management, and vascular access. We pilot tested the collection of these
CPMs on a national sample of dialysis patients in 1999. Also in 1999, we merged the
ESRD Core Indicators Project with the CPM Project, and the resulting combination is
now known as the ESRD CPM project. In 2000, we have continued to collect the CPMs
on a national sample of dialysis patients, and a report describing the results of this data
collection should be available in early 2001.

When VISION is operational, which we have targeted for the summer of 2001, we plan
to pilot test the collection ofthe CPMs on all dialysis patients, phasing in the system.
Once national implementation is achieved and we receive CPM data on all dialysis
patients from all dialysis facilities, we plan to disseminate facility-specific reports to the
Networks and the dialysis providers. At that time we also will determine which CPMs to
release to the public. We further intend to develop additional performance measures;
however, this will be dependent upon the publication of new dialysis facility conditions
for coverage, the successful implementation of VISION, and the publication of additional
clinical practice guidelines.

We have developed a limited number of dialysis facility-specific measures to report to
the public using existing HCFA data. These measures have been tested by consumers.
As mentioned earlier, we also have developed a prototype design for our Dialysis Facility
Compare website, which is similar to our very popular Nursing Home Compare website.
This new website will be a primary mechanism for distributing this information to the
public. Currently, dialysis facilities are in the process of previewing their data before it
becomes available publicly. We expect to have the site go live with reports for over
3,000 dialysis facilities early next year.

2. ESRD Conditions for Coverage Plan
We intend to shift from the outdated, process-oriented requirements to patient-focused,
outcome-oriented requirements. This includes establishing a framework to use patient
information to define and measure outcomes of care for dialysis patients. Further, we
plan to increase emphasis on specific health and safety standards such as water quality
and infection control, physical environment, patient assessment and monitoring, and care
at home. We expect that accomplishing these ends will call for requiring electronic
reporting of data to HCFA by all dialysis facilities through our Vital Information System
forImprovement of Outcomes in Nephrology (VISION). VISION contains facility-based
data and is used by facilities to report information. We also are exploring mandating that
each dialysis facility develop and monitor a Quality Assessment and Performance
Improvement (QAPI) program encompassing such things as adequacy of dialysis,
nutritional status, anemia management, standard mortality data, emotional and social
well-being, and rehabilitative status. The QAPI would include the collection of patient
satisfaction information.

We also are planning a facility QAPI program including certain performance measures
(e.g., adequacy, nutrition, anemia management, quality of life and rehabilitative status) to
be reported electronically to us. We would require minimum performance levels for each
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performance measure, enabling us to hold facilities accountable to develop internal
performance improvement plans to meet minimum performance levels.

3. ESRD Data Plan
We have a number of data systems that we plan to update in order to achieve
improvements in ESRD care. These include:

Renal Management Information System (REMIS)
Our plans include making a complete transition to, and ongoing improvements in, the
REMIS system, which is a federal system containing patient-specific data This system
will incorporate new features and be more user-friendly than our previous system. We
intend to:
* Purchase development software,
* Create an analytical database,
* Institute online transaction processing, including a Web-based application to facilitate

the use of this system,
* Create a process for calculating facility-specific measures for dialysis,
* Continue work on our Dialysis Facility Compare website, and
* Include VISION data processing in REMIS.

Standard Information Management System (SIMS)
SIMS standardized the Network databases and allowed them to conduct business in a
more unifomn fashion. Our plans to improve this system include:
* Implementing standardized reporting features,
* Enabling SIMS to accept and maintain VISION data,
* Enabling SIMS to accept and maintain Clinical Performance Measure (CPM) data,

and
* Connecting HCFA Regional and Central offices to the system.

Vital Information Svstem for Improvement of Outcomes in Nephrologv (VISION)
As mentioned above, VISION contains facility-based data and is used by facilities to
report information. After gathering input from a variety of sources within HCFA and the
Networks, we intend to pilot test the VISION system with willing ESRD facility chains
to gain their hands-on input and take advantage of their suggestions. In order to
incorporate the VISION system we plan to:
* Deliver software to facilities,
* Train Networks, Facilities, and State Agencies,
* Begin VISION transmissions to a Central Repository,
* Incorporate QAPI requirements,
* Potentially incorporate medical errors/patient safety requirements, and
* Potentially incorporate patient satisfaction requirements.

In addition to these systems activities, we will be reviewing the forms we use to collect
data. The Office of Management and Budget requires that we review these forms to
ensure the utility of the data elements they include. Additionally, a review of these forms
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moves toward compliance with the Govemment Paperwork Elimination Act, which we
must implement by October 2003. The review of data elements on the forms also is a
preliminary step to putting the forms on the Web and allowing electronic submission of
data. We intend to establish a committee that will include representatives from the renal
community to review all existing data elements and make appropriate revisions. To
complete this process we will need to revise the Renal Facility Forms Manual, distribute
the Forms Manual tofacilities, and revise all systems and programs to incorporate
changes to-forms, including developing and implementing a training plan for facilities
using the new forms.

Another project we have begun is an ESRD Data Dictionary to standardize the definitions
of elements in the Core Data Set. Standardized definitions are important for sharing
information across industry organizations, including outcomes information and quality
indicators: For example, currently some organizations use the day the patient entes the
operating room as the "date of transplant," while others use the day the patient leaves the
operating room.. The Data Dictionary will standardize the date organizations use, making
sure that all parties can understand each other's data and communicate accurately. Once
we have developed definitions for each element of the Core Data Set, we will seek input
on the Data Dictionary from the renal community prior to its publication.

4. ESRD State Agency Plan
We are working to increase the resources available for surveying dialysis facilities, to
improve the surveying process, and to communicate more information to the public about
the role of States in the inspection process. The President has proposed that the State
survey agencies be funded to provide more survey coverage in 2001, increasing Survey
frequency from once every six years to once every three years. We plan to further
increase that frequency level to once every two years.

Additionally, we plan to improve the survey process by providing the surveyors with
more data. The data is intended to help surveyors select facilities to inspect and to help
them structure the survey process. We also are improving the survey process by
providing and evaluating training programs for surveyors on basic surveying skills,
clinical issues, and the use of data in the survey process. Four new training sessions have
been scheduled for 2001.

5. ESRD Network Plan
We are working with Networks, States, and Regional Office staff to develop a way to
make the complaint process easier and more responsive for beneficiaries. We also intend
to work with Networks, States, and our staff to develop the OG-suggested template
elements for an effective complaint system, and to develop pilot projects to further
establish a complaint process that will be coordinated with State survey agencies. We
will work with Networks and State survey agencies to develop a plan for collecting
patient satisfaction information, including:
* Assessing current instruments and measures available,
* Developing instrument measures through a proposed rule, and
* Developing a collection mechanism.
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In addition to the above activities, we intend to promote the role of Networks and States
using the Internet and informational brochures. Along with this we plan to develop
policy to delineate the roles of Networks and State survey agencies in improving quality
of care. We also have developed a "New Patient" information package that, as
mentioned above, contains several orientation resources to benefit new ESRD patients.
These include:
* information on the Medicare benefit,
* a "Preparing for Emergencies" booklet,
* a letter of introduction from the appropriate ESRD Network,
* information on the state agency,
* contact information for patient complaints, and
* a list of other ESRD information resources.
We will distribute these materials beginning in October 2000.

Ensuring that all of Medicare's beneficiaries receive the high quality care they deserve is
our top priority. The five plan categories discussed above represent ways we are working
to improve the quality of care our ESRD beneficiaries receive. We are making strides in
improving ESRD care, and we are committed to continuing this progress.
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